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70127-6 and final printed labels 
Susanne Cerretli to: cdaniels 

Dear Ms. Daniels, 

Please read the attached PR notice. 

06/01/2012 01:42 PM 

There is a requirement that final printed labeling be submitted under 40 C.F.R. 156.10(a)(6), but there is 
also a little-known Pesticide Registration Notice (82~2, attached below) that clarifies this requirement. 

You have indicated that the EPA Reg. No 70127-6 product has not been released for shipment, Please 
ask the registrant to certify this in writing, an email is acceptable (see example statements below) 

Example Statements for Final Printed Labeling Requirement (May Vary Based Upon Your Situation) 

"I certify that, since product X's registration on March 4, 2012, company X has not released product X for 
shipment; therefore, the requirement for submission of final printed labeling to EPA has not been 
triggered. Further, I acknowledge that, if company X decides to release product X for shipment in the 
future, final printed labeling witt need to be provided to EPA prior to such action (in accordance with the 
terms of the xxx-xxx, 2012 registration notice)." 

"' When you do send the final printed label, please address the following elements. 

The 70127-6 label is missing net weight, batch code, expiration date (on page 1), and the agent needs to 
remove text on label that says "note to reviewer" (on page 4), 

1 attachment 

prnotice82-02.pdf 

Regards, 

Susanne Cerretti 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 
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EXponent' 

Macch 23, 2012 

Sheryl Reilly, Ph.D. 
Biopesticides and Po !I uti on Prevention Division (7504P) 
Office of Pesticide Programs 
Document Processing Desk 
One Potomac Yard, Room S-4900 
2777 S. Crystal Drive 
Arlington, VA 22202-450 I 

Exponent 

1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC 20036 

relephone 202-772-4900 

facsimile 202-772-4979 
www.exponcnt.com 

Subject: Submission of Final Printed Label for Taegro Technical (EPA Reg. No. 70127-6) 

Dear Dr. Reilly: 

On behalf ofNovozymes Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400 
Corporate Circle, Salem, VA 24153), Exponent, Inc. is submitting a final printed label for the 
EPA registered product Taegro Technical (EPA Reg. No. 70127-6). The following documents 
are enclosed in support of this action: 

• Application for Pesticide, EPA 8570-1 Form; and 
• Final Printed Label (2 copies). 

This submission is the final printed label in response to the notice of amended registration for 
this product from EPA dated April 26, 2011. 

lf you have any questions, please contact me via phone at (202) 772-4916 or via email at 
cdaniels@exponent.com. 

C
Since'(\ 
Car~t>·t~ 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
Matthew Feinberg, Exponent, Inc. 
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Please read Foon •lemlm< 

United Stales 

Environmental Protection Agency 
Washington, DC 20460 

OPP Jdentifie1 Number 

FA 
[?; Other 

EPA 

1 for 
I. Number 3. Proposed Classilication 

I •· PM# BPPD cg)None 0Restrlcted 

5. Name and Address of Applk:ant (Include ZIP Code) 

Novoz.ymes Biologicals, Inc. 
5400 Corporute Circle, 

I 6. I . IOaccmd•no• w;1h FIFRA I 
product is similar or identical In composition and labeling to: 

my 

EPA Reg, No. 

Sah:m, Virginia24153 
ProducJ Name --------------------

D 
1 II 

0 Amendment· E;<plain below. 

0 Resubmission in response to Agency letter dated 

I 0 i - E<pl•io below. 

/Z] Anal printed labels in response to Agency letter dated 04-26-2011 

0 "Me Too" Applicatlon 

In Other- I 

Explanation: Use add~ional page(s) If necessary. (For section I and Section II.) "-·-· 
Submission of final printed label in response to a Jetter from EPA dated 04-26-201 I. 

I 1 

Child-Resistant Packaging 

Ov.,· 
[2] No 

*Certification must 
be submitted 

""' I Uoil i l y,, 
~ No 

3. Location ot Net Contents lnfonnallon 

[gjLabet 0 Container 

6. Manner in Which Label Is Atftxed to Product 

,I. 

Name 

Carrie Daniels 

t Packaging 

Yeo 

~ No 

4. Size(s} Retail Container 

tOOJOSOOJbs. 

I 
5. 

L•beli' l"'d 

" IV 

Tille 
Authorized Represent<~tive 

w• REVIEWED 
l nn~~,~~f~~fRJ4otice 82 ; 

2. Type of Container 

D Me"' 
0 P~Mtic 

IG~.~ 
IP•oec 

;allan of Label Directions 

~~~ ·=~•H• 
>l.,lio bog 

'ocodocl 

Telephone No. (Include Area Code) 

2C2-7-72 4916 

Certification 6. Jate AppUcaUon 

~-;:--;~I oe~rtili~y-~~~~~~~1 he~'~e~m:a~d:e~oo~IN:'~f:ocm~•~o:d:•~ll~'~'"'~'~h~m~e~o~"~l:he~c:et:o~•~ce:l~ru=e~, :"~"'":"~le:a:o:d:o:o~m:p~le~"~-~~--~ R.:celved und!/f ::? ... ~1 false or misleading slatement may be punishable by fine or imprisonment or both iStamped) 

2. I A 3. Title 

BY: A ~ .... 1\ / ~;1\Q"Y\Q_) Regulatory AITuirs Manuger, Novo:.:ymes BiologicJI3.lnc. 

4. TyPed N;;e: Dean Thome I 5. D"" I, 2012 
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NOT REVIEWED 
TAEGRO®Technical 

For manufacturing purposes only 

~ pccordance with PR Notice 82·2 
'-based on .draft labeling doted 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy/oliquefaciens Strain FZB24* ................. . 79.9% 
OTHER INGREDIENTS............................................................................... .. ............. 20.1% 
Total ................................................... ................................................................................. 100.0% 

•contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A 

Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING- Causes substantial but temporary eye injury. Causes skin irritatior1. Cn not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved thirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, rrotp,r.tive &yewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering rcsp<rator meeting 
NJOSH standards of at least N-95, R-95, or P-95 when handling this ~roduct. FiA~eeted 
exposure to high concentrations of microbial proteins can cause allerqic sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing du•t 'N3sh 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet. Remove and wash contaminated clothing before reL~~e. 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air . 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. I 

• Do not give anything by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page2 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 

Page 3 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95' F 
(35'C), and use within one year. Do not freeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 

Page4 
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£Xponenr 

April 4, 2012 

Sheryl Reilly, Ph.D. 
Biopesticides and Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
Document Processing Desk 
One Potomac Yard, Room S-4900 
2777 S. Crystal Drive 
Arlington, VA 22202-450 I 

Exponent 
1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC 2003G 

telephone 20Z-77Z-4900 
facsimile zoz-772-4979 
www.exponent.com 

Subject: Submission afFinal Printed Label for Taegro Technical (EPA Reg. No. 70127-6) 

Dear Dr. Reilly: 

On behalf ofNovozymes Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400 
Corporate Circle, Salem, VA 24153), Exponent, Inc. is submitting a final printed label for the 
EPA registered product Taegro Technical (EPA Reg. No. 70127-6). The following documents 
are enclosed in support ofthis action: 

• Application for Pesticide, EPA 8570-1 Form; and 
• Final Printed Label (2 copies). 

This submission is the final printed label in response to the notice of amended registration for 
this product from EPA dated March 27, 2012. 

If you have any questions, please contact me via phone at (202) 772-4945 or via email at 
mfeinberg(/llexponent.com. 

Matthew Feinberg 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
Carrie Daniels, Exponent, Inc. 

9



v son ato,m. 
Fmm "bOSed ~n .draft /abe/in~ d~ted 

0

!r&./ /L_ 

"'OT REVIEWED 
nee with PR N r 82 

United States OPP ldentiller Number 

EPA Environmental Protection Agency 
Washington, DC 20460 12' Other 

n for ·- n I 
I. Company/Product Number 2. EPA 3. Proposed Classification 

7oJZ7·6 Sh"YI Reilly 

I•· ~-~·o:•l, I Too"o ; I 
PM# BPPD lXI None 0Restrfc!ed 

5. Name and Address of Applicant (tncluc!e ZIP Code) 6. Expedited Review. I I 
product is similar or idantlcal in composition and labeling to: 

Novozymes Biologicals, Inc. EPA Reg. No. 
5400 Corporate Circle, 
Salem, Virginia 24153 

Product Name 

D Ch"k 

I II 

D Amendment • Explain below. ~Final printed labels in response to Agency letter dated 03·27·2012 

D Resubmisslon In response to Agency letter dated 0 "Me Too" Application 

In ; " I' I Ina''" In below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Submission of final printed I abe! in response to a letter from EPA dated 03-27-2012. 

Jill 
I 1 Material This Product Will Be ""' Child-Resistant Packaging Unit i I w" I ; 2. To of Container 

DYes• ~y" y, Meta! 

[Z] No No No 0 Plastic 

I ~~~e;~ckaging wgt. 
~o.per I ~·v, ~o. per ]c,, 

•certification must Container Package wgt. Container 
jP,poc 

be submitted I 

~I Dl,.ctlon'; 
0 
'"'"" 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. 

[8]Labe! 0 Container !00 10 500 !bs. 

6. Manner in Wlich label is Affixed to Product ~ I 

~:ace~ glued ' 

1IV 

! t. Con"" ; ' doo~•~ 

Nome Title 7 di<I}Jhone No. jlnclude Area Code) 

Carrie Daniels 
Authorized Represe1ttative 202-772-4916 

Certification 6. Date Application 

statements I have made on this !orm and all attachments thereto are true, accurate and complete. I r.cc;a:lled 

I e _t~:~;: knowingly talse or misleading statement may be punishable by fine or Imprisonment or bo\h {Stamped) 

2. ' f't U 
3. Ti!!e 

BY: ·' ~ Regulatory Affairs Manager, Novozymes Biologicals. Inc. "" ( 
4. Typed Name: Dean Thome 

I 5. D•t• Ap•ll 4, 2012 
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TAEGRO® Technical 

For manufacturing purposes only 

"'-~--4 NOT REVIEWED 
fal!l accordance with PR Notice 82-~ 
'l!bosed on -draft labeling dated 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amylofiquefaciens Strain FZB24* ....................... 79.9% 
OTHER INGREDIENTS.......................................................................................... . ...... 20.1% 
Total.................................................................................... . ................. 100.0% 

*Contains a minimum of 2.0 x 1011 Colony Farming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements an the (side/back] panel] 
[this statement wlll be inserted if the label is printed on more than one sheet/ 

Net weight: _____ (Actual value to be inserted, generally 100 to 500 lbs.] 

Navazymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A 

Batch code and Expiration Date: (Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. ll0 nat 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved Ghirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, orotP.ctive e~rcwear 
such as gaggles, face shield or safety glasses, and a dust/mist filtering resp:rator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. F:epssted 
exposure to high concentrations of microbial proteins can cause allergic sensitization, 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet Remove and wash contaminated clothing before reuse, 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air . 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. 

• Do not give anvthinq bv mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page 2 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent wtth applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO /\SENT 
OF SELLER IS AUTHORIZED TO DO SO. 

Page 3 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store between 39oF (4°C) and 73 F (23°C), but do 
not exceed 95oF (35°C), and use within two years. Do not freeze. Close opened 
packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 

Page4 
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Material Sent for Data Extraction 
Reg. # 7 o /1... 7-0 

Description: · lM ~ 
D Material(s) Sent to Data Extraction Contractors: 

if New Stamped Label Dated ~ (;:_ 7/;~ 
D Notification Dated ____ _ 

D New CSF(s) Dated ____ _ 

D Other: _________ _ 

if] Decision #: _ _:_4_c,_1_7_o_--c___ __ _ 

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (IS C) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information~ ~~.ease call 703-605-0716. 

Reviewer: ,5 It Sa;u\e- C--<2,rlf-Q.} 

Division: _f;_f_f_D __ _ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MAR! 7 2012 

Mr. Matthew Feinberg, Agent for Novozymes Biologicals, Inc. 
Exponent 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington DC 20036 

RE: Revised Label for Taegro Technical (EPA Reg. No. 70127-6) 
OPP Decision Number: D461702 

Dear Mr. Feinberg: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Agency has reviewed your request to amend the Taegro Technical label to revise the 
Pesticide Storage instructions. 

The Agency has reviewed the submitted "Final Storage Stability Study," MRID 
48747701. BPPD has determined that these data for Bacillus subtilis Var. amyloliquefaciens 
FZB24 are acceptable to support the label amendment and demonstrate that this product is stable 
for a duration of2 years when stored at a temperature range of 4-23'C. 

The label amendment referred to above, submitted in cmmection with registration under 
section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is 
acceptable provided that you: 

I. Submit and/or cite all data required for registration of your product under FIFRA section 
3(c)(5) when the Agency requires all registrants of similar products to submit such data. 

2. Submit two (2) copies of the final printed labeling prior to releasing the product for 
shipment. 

CONCURRENCES 

OFFICIAL FILE COPY 

16



TAEGRO® Technical 

For manufacturing purposes only 

o/ow/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amylofiquefaciens Strain FZB24* ....................... 79.9% 
OTHER INGREDIENTS .......................................................................................................... 20.1% 
Total ..................................................................................................................................... 100.0°/o 

•contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)Igram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A. 

ACCEPTED 
MAAU 20lt 

Under the Federal InsectiCide, Fungicide, 
and Rodenticide Act, as amended, for 
the pesticide registered under 
EPA Reg. No. 

7ol 2.-7-G 

Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING- Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt znd short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, pro;edive eyf'!wear 
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this pr0dllct. Repeated 
exposure to high concentrations of microbial proteins can cause allergic sensitizat:on. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chew:ng gum, 
using tobacco or using the toilet Remove and wash contaminated clothing before reuse. 

Page 1 17



FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told to do so by the poison control 

center or doctor. 

• Do not give anything by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page2 18



ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store between 39°F (4oC) and 73 oF (23°C), but do 
not exceed 95o F (35°C), and use within two years. Do not freeze. Close opened 
packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If bumed, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 
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BPPD Label Amendment Checklist' 
Fast Track D and PRla Actions B650 D, B680 D, B681 D, B ,J;J D, B890 D &B900 D 

EPA Reg. No.: RAL: Application Date: 

. #··· 
. 

•• 
• • • ••• • •• .···' 

.~ .. . . . . .. . Check listltem .· . ,ye-s--::_ 
.. .. ·· . . . .. 

', ',' ',' -"' -:--

L Application Form (EPA Form 8570-1)- signed & complete, including package type? IF NO, STOP! 
~ Call applicant and have them correct application and resubmit. (o6' 5 CD! 6 !];., "<, \ .. 

2. Final printed labeling received for previ011s action? IF NO, STOP! E-mail applicant and request final i> printed labeling (FPL ). ·\ .. 
3. Does the registration notice have terms/conditions (ex: storage stability data)? J '1"'5> ,5:1.~:12 

Ci.~~~ ~ < 5J If so have the terms/conditions been ncet? (1 J ~··~ ~ .. 
L7 F• f' . '>~ .. ····. 

I~ .. ····· ... . ..,. ~ ?lc/; 
4. If new use sites are being added, are they subject to OPP's process for public ~lye)Wt in 

. pesticide registration actions? _ f_i.~ 
5. Data and Data Matrix present. (EPA Form 8570-35) . •. ' NAD / 

If Fast Track, check to see if original registration supported by data, formulators exep}J)fion, etc. 

a. Using Selective Method? [IF NO, SKIP to item 4 and note that data matrix,_s~O-i.Jld be used for the 
cite-all method to indicate the companies to whom offers of compensation: \Vere made.] / 

b. Complete Data Matrix supporting both the product registration and the proj)osed amendment. Minimum 
Data Matrix for registration includes: Product specific Acute Toxici~ ~n(fProduct Chemistry data, plus L/"" 
Efficacy data for public health pests claimed on label. ... 

c. Adequate product specific data? / 

d. Registered source used for active ingredient? IF YES, SKIPJo ITEM 4. (If active ingredient is from a 
registered source (manufacturing-use product), generic daia"should be satisfied by registered source.) If / 
NO or if use not supported by registered source, ge_netfc data is necessary. 

e. If new data submitted: data passed PR Notice 86:5./0r formatting and MRID #assigned? v 
f. Public copy of Data Matrix provided? (PRJ:'J ?8~5) (/ 

6. Certification with Respect to Citation cii':.:J;>ilta present. (EPA Form 8570-34): See 40 CFR 152.80-98 
/ and PR Notice 98-5 [If no data are required or submitted, a Certification with Respect to Citation of Data form isn't 

needed. This is often true for minor amerldm'ents.] NAD 
' . / a. Did applicant check a Method qfStipport? 

b. General Offer to Pay checke~-{or· Cite-all Method or Cite-all under Selective Method? ,/ 

c. Is the form signed and d<ite,!ri· ./ 

d. Check form and D_~ta J;vlat'rix. Are Exclusive Use data cited from other somces? I/ / 
IF YES, is th,c.!-,tequ-lred authorization letter included in application? NA £Y" 

7. Label(s) R~Yi€\v ~"' <~ J '2,<· 6 Date of Label Review: 3·'-'·J·t "'w . 'e:..·~~""~-:t-
a. Label(s} i1_1 COnformance with current Label RevieW Manual and appropriate REDS. 

b. Labe)ini'statements and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable [......-
waiyers). Acceptable efficacy studies support public health pests claimed on label. 

c. :,:NO-minal concentration of active ingredient shown in ingredients statement. v 
d. Viability included as sub-statement of Ingredient Statement (if live microbial, i.e., cfu/gram). / 

e. Storage and disposal instructions agree with container types listed on application form. 

f. Unique Product Name for Same Company (Check OPPIN). / 
g. Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or 

wheat commodities? If YES, RAL must evaluate label use directions for compliance with 40 CPR v 
180.1071. 
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h. Does label bear "National Orgari rogram" (PR Notice 2003-l) or OMRI ell :? 

If YES, National Organic Program or OMRI claims approved by Chris Pfiefer? NAD 

I. Labeling is acceptable. Corrections or changes are NOT necessary. 

J· Comments: 
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TAEGRO® Technical 

For manufacturing purposes only 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy/o/iquefaciens Strain FZB24• ....................... 79.9% 
OTHER INGREDIENTS .......................................................................................................... 20.1% 
Total ..................................................................................................................................... 100.0% 

•contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-744-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A a 3..ld 3:J::>'tl 
Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING- Causes substantial but temporary eye injury. Causes skin irritatioP. Dn not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleEved shirt nne 3hort 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, :xote~tive eyewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering mstJ:rator >nGating 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. PG;Jeated 
exposure to high concentrations of microbial proteins can cause al!ar:Jic: sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid bre3th'r.g dust. vVash 
thoroughly with soap and water after handling and before eating, drinking, chew:11g gum, 
using tobacco or using the toilet. Remove and wash contaminated clothing before reu:Je. 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Po"1son Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told to do so by the poison control 

center or doctor. 
• Do not give anything by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store between 39°F (4°C) and 73 oF (23°C), but do 
not exceed 95o F (35°C), and use within two years. Do not freeze. Close opened 
packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 
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I 

!Fee for Service! 

This package includes the following 

0 New Registration 

®Amendment 

l for Division 

0 AD 
®8PPD 
0 RD 

{9120121-

lli'l Studies? ° Fee Waiver? 
, Risk Mgr. 

I o volpay % Reduction: l 
!Receipt No. S-1 912012 

EPA File Symbol/Reg. No. I 70127-6 

Pin-Punch Date: I 2/21/2012 
'----------~------------------_j 

D This item is NOT subject to FFS action. 
---------

~--;A;ctiurr-em:te: 1 1

1 

Parent/Child Decisions: I, 
I: : 

Requested: I B~?l! I i I . 

i I 

Granted: I BG60 I /! \ 

Amount Due: $ Y, L,'3 \ (pA; Jl J .· · ,,,vF)) 
' y 1·1"[.1» . ' t •. 

lJvV' ' . " . J. __j' 

. J ' 
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/ ~ ~~~,, 70127-6 Taegro Technical 
f '"\1@ -~~; Matthew Feinberg 
\ "'·1/ to: 

.)f8fw%fiir· Susanne Cerrelli 

03/23/2012 03:42PM 
Cc: 
Carrie Daniels 
Hide Details 
From: Matthew Feinberg <mfeinberg@exponent.com> 

To: Susanne Cerrelli/DC/USEPA/US@EPA 

Cc: Canie Daniels <cdaniels@exponent.com> 

1 Attachment -­'L , ....... 
Novozymes- Submission of Final Printed Label for Taegro Technical. pdf 

Ms. Cerrelli, 

Page 1 of2 

Please find attached a copy of the Final Printed Label submission for Taegro Technical (EPA Reg. No. 70127-6), 

submitted to document processing today, Friday, March 23rd. Please note that the Final Printed Label and the 
amended Master Label approved on April 26, 2011 are identical. If you have any questions or need anything 
further, please feel free to contact me. 

Regards, 

Matthew Feinberg 
Regulatory Consultant 
Exponent, Jnc. 
center for Chemical Regulation and Food Safety 
1150 Connecticut Avenue, N.W. 

Suite 1100 
Washington, DC 20036 

file://C :\Documents and Settings\scerrell\Local Settings\ T emplnotes87944BI-web5391.htm 3/23/20 12 
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Tel. 202.772.4945 
Fax 202.772.4979 
mfeinberg@exponent.com 

Page 2 of2 

file://C:\Documents and Set1ings\scerrell\Local Settings\ Ternp\notes87944B\-web539l.htm 3/23/2012 
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March 23, 2012 

Sheryl Reilly, Ph.D. 
Biopesticides and Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
Document Processing Desk 
One Potomac Yard, Room S-4900 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

Exponem 
1150 Connecticut Avenue, NW 
Suite BOO 
Wolhington, DC ZOOJ6 

telephone 20Z-77Z-4900 
facsimile 20J-772-4979 
www.exponcnt.com 

Subject: Submission of Final Printed Label for Taegro Technical (EPA Reg. No. 70127-6) 

Dear Dr. Reilly: 

On behalf ofNovozymcs Biologicals, Inc. (Novozymes, EPA Company Number 70127, 5400 
Corporate Circle, Salem, VA 24153), Exponent, Inc. is submitting a final printed label for the 
EPA registered product Taegro Tcclmical (EPA Reg. No. 70127-6). The following documents 
are enclosed in suppmi of this action: 

• Application for Pesticide, EPA 8570-1 Form; and 
• Final Printed Label (2 copies). 

This submission is the final printed label in response to the notice of amended registration for 
tills product from EPA dated April 26, 2011. 

If you have any questions, please contact me via phone at (202) 772-4916 or via email at 
cdaniels(Q.{exponent.com. 

(
Si"'\'e\:y), 

~; I" 
Cm~~;~eC·ZA .. --~ 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
Matthew Feinberg, Exponent, 1nc. 
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FO<m. OMBNo. I 

United States OPP Identifier Number 

EPA Environmental Protection Agency 
= 

Washington, DC 20460 s Other 

tfor tl 
I. Number 2. ::A ~~~.7f Manager 3. Proposed Classl!lcation 

Sho,-,1 Reilly 
4. ~~~~~~:)Inc. PM# BPPD !:8J.None 0Restr!cted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with F!FAA Section I 

Novozymes Biologicals, Inc. 
product Is similar or identical In composi!lon and labeling to: 
EPA Reg. No. 

5400 Corporote Circle, 
Salem, Virginia 24153 

Product Name 

0 Check II this Is a new address 

til 

0 Amendment· E;.:plaln below. C8J Final printed labels !n response to Agency letter dated 04·26·201 t 

D Aesubmission in response to Agency letter dated 0 "Me Too" Appl!cal!on 

I D Notification h bolow. 0 Oth" - E"'~" bolow. 

Explanation: Usa additional page(s)lt necessary. (For section! and Section II.) 

Submission of final printed I abe! in response to a leiter from EPA dated 04-26-2011. 

till 

I t. Mat•riat Thta I! ""' II I Uott I Wat I I I 2. ~ ot Container 

(z :s· y, :·: p Meta! 

No ~~:r:astic ; It' NO. p" It ~0cP!.'. 
*Certification must ' ., .. 

!P•ru be submitted 
I Plastic Bag 

3. Location ot Net Contents lntormatlon 4. Slze(s) Aetai! Container 5. Label Directions 

~Label 0 Container !OOJo 500 !bs. 

~ 6, Manner in Which Label Is Affixed to Product rl" ""' , , .. 
R:· glued ' 

tiV 

I 1. Coolaotl I ' ' "hi'. 
Name I Tille l Telephone No. (lrlC!Ude Area Code) 

Carrie Daniels Authorized Representative 202-772-4915 

c·erti1ication 6. Date Application 
I I the statements I have made on !his /orm and all attachments thereto are true, accurate and complete. I Received 

I I or misleading statement may be punishable by fine or imprisonment or both (Stamped) 
''law: 

2. I 

In"' (~ 
3. Tille 

BY: A'-- ~ 
Regulatory AITnirs Monuger, Novot".ymes Bio!ugicnls, Inc. 

4. Dean Thome 1 5. D"' Ma"h 23, 2012 

33



TAEGRO® Technical 

For manufacturing purposes only 

o/ow/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy!oliquefaciens Strain FZB24* ....................... 79.9% 
OTHER INGREOIENTS .......................................................................................................... 20.1% 
Total ..................................................................................................................................... 100.0%) 

'Contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A. 

Complies with 
EPA Accepted Labeling 

Date:._--;1.1,· ·~_R _1_'12::;-0:-11 __ 

Reviewer: fl~(J14 ~ 
Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING- Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. Repeated 
exposure to high concentrations of microbial proteins can cause allergic sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet Remove and wash contaminated clothing before reuse. 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call apoison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. 

• Do not give anything by mouth to an unconscious person . 

, . HOT LINE NUMBER . . • • 
Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

. . ' ~ 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

' '· 
WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on t11e label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 

Page 3 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F 
(35°C}, and use within one year. Do not freeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 

Page 4 
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February 17,2012 

Dr. Sheryl Reilly, Branch Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs, U.S. EPA (7504P) 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Exponent 
1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC ~0036 

telephone 202-77~-4900 
facsimile 20~-772-4979 
www.exponent.com 

RE: Submission of EPA Pesticide Registration Improvement Act Information 
U.S. EPA FIFRA Service Fees 

Dear Dr. Reilly: 

On behalfofNovozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA 
Company Number 70127), Exponent is submitting a Pesticide Registration Improvement Act Fee 
for the following amendment submission: 

• Taegro Technical (EPA Reg. No. 70127-6), 8680,$4,631, Pay.gov Tracking lD 
255P I QD3, and Agency Tracking ID 74282232229. 

This submission is for a label amendment classified as B680, label amendment requiring data 
submission, PR1A review time frame 4 months, and a fee of$4,631. 

Should you have any questions regarding this submission, please contact me via telephone at 
202-772-4945 or via email at mfeinberg@exponent.com. 

Si~ 

Matthew Feinberg 
Authorized Representative of 
Novozyrnes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
Carrie Daniels, Exponent, Inc. 
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-----Original Message-----
From: paygovadmin@mail.doc.twai.gov [mailto:paygovadmin@mail.doc.twai.gov] 
Sent: Wednesday, February 15, 2012 8:51AM 
To: DNTM (Dean Thome) 
Subject: Pay.Gov Payment Confirmation 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Transaction Summary 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 255P1QD3 
Agency Tracking ID: 74282232229 

Transaction Type: Sale 
Transaction Date: Feb 15, 2012 9:50:46 AM 

Account Holder Name: Dean Thome 
Transaction Amount: $4,631.00 
Billing Address: 3935 Thatcher Avenue 
City: Saskatoon 
State/Province: Saskatchewan 
Zip/Postal Code: 57R1A3 

Country: CAN 
Card Type: MasterCard 
Card Number: ************6294 

Decision Number: 
Registration Number: 70127-6 
Company Name: Novozymes Biologicals Inc 
Company Number: 70127 
Action Code: 8680 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on 8 -;L(- 1)..... 

Document Part Of: 1ol;?1-fo 
MRID, If Any: tj'gJ Cf17 

Content Screen: Recommended to 
'~s~ail 

11-3 Review: Passe ailed/NA 

Overall Status:lPas~Fail 

Document returned to: 
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PRIA 2- 21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

3/23/09 
21 Day Screen Start Date: 7. - 7. ~ - I '2 R .,_/,_,« ))-9 k 
Experts In-Processing Signature: rY7 E #,qn.A,,,vt;.nr.N Date Z- Z' -11. Fee Paid: Yes 
Division management contacted on issues No Yes Date-------

EPA Reg. Number: 70 J 'Z. 7 _ lD EPA Receipt Date: 

1 

2 

3 

Items for Review 

Application Form (EPA Form 8570-l)(link to form) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 

a) All inerts (link to http://www.epa.gov/opprdOOl/inerts/), 
including fragrances, approved for the proposed uses (see 
Footnote A) 

no 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

If is there a 

yes no 

to 
4 completed and signed (NI A if source is unregistered or applicant owns the 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external 

Yes No N!A* 

copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% )< 

5 
a) Method 

b) Cite~ AU (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to http://www.epa.gov/oppfeadlflabelingflrm[) X 
6 (Electronic labels on CD are encouraged and guidance is available)( link to 

http://www. epa. gov/pesticides/regu I ating/reg is te ring/su bm iss ions/index. h tm #labels 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) 'f 
Notice of Filing (link to 

8 htt:Q://www.eQa.gov/nesticides/regulatineltolerance eetitions.htm) included K with petitions (link to 
http://www.epa.£ov/pesticides/regulating/tolerances.htm) 

9 
If applicable for conventional applications, reduced risk rationale (link to (\ http://www.epa.gov/opprdOOl/\vorkplan/reducedrisk.html) 

Required Data (link to 
httQ://www.ena.gov/Qesticides/regulatingfdata reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: 

\~ 

A ME'-111 J \fY\ """--I­
rK tJ- n-os 

* N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
docwnentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.epa.gov/opprdOOI/inerts/lists.htrnl] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa.gov/oppbppd 1/biopesticides/contacts bppd.html. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprd001/inerts/tips.pdfJ must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

AJl applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

6 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

February 29,2012 

OPP Decision Number: D-461702 
EPA File Symbol or Registration Number: 70127-6 
Product Name: TAEGRO TECHNICAL 
EPAReceiptDate: 21-Feb-2012 
EPA Company Number: 70127 
Company Name: NOVOZYMES BIOLOGICALS, INC. 

MATTHEW FEINBERG 
EXPONENT, INC. 
NOVOZYMES BIOLOGICALS, INC. 
1150 CONN., AVE., N.W., SUITE 1100 
WASHINGTON, DC 20036-

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B680 

AMENDMENT;NON-FAST TRACK;MICROBIAL/BIOCHEMICAL; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8715. 

Sincerely, 
~;;:2.-4 
Front End Processing Staff 
Information Technology & Resources Management Division 
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PI ad ease re Instruct ons on reverse before comnlotln_Cl form. Form Aoproved. OMB No. 2070-0060. A proval expires 05-31-98 

United States bJRegistration OPP Identifier Number 

EPA Environmental Protection Agency [Zl~Amendment 
Washington, DC 20460 D Other 

Application for Pesticide M Section I 
j. Company/Product Number 2. EPA Product Manager 3. Proposed Classificatlon 

70127-6 Sheryl Reilly 
4. Company/Product (Name) PM# BPPD [8JNone 0Restricted Novozymcs Biologicals, Inc. I Tac1uo Technical 

5, Name and Address of Appllcant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(b)(l), my 
product Is similar or Identical In composition and labeling to: 

Novozymes Biologicals, Inc. EPA Reg. No. 
5400 Corporate Circle 
Salem, Virginia24153 

Product Name 

0 Check If !his is a new address 

Section II 

~ Amendment· Explain below. 0 Final prlnted labels in response to Agency tetter daled XX-XX-XX 

0 Resubmission In response to Agency letter dated 0 ~Me Too" Application 

0 Nolification • Explain below. 0 Other- Explain below. 

Explanation: Use additional page(s) II necessal)'. (For section I and Section 11.) 

Submission of an amendment to revise the Label forTaegroTechnical and to submit a new Storage Stability study. 

Section Ill 
1. Material This Product WiH Be Packaqed In: 

Child·Reslstant Packaging 

Oves· 

Unit Packaging 

Oves 

Water Sotubla Packaging 

Oves 

2. T[j ot container 

Metal 

[21 No [21 No [21 No 0 Plastic 

It "Yes" No. per It "Yes" No. per 0Giass 
•Certification must Unit Packaging wgt. Container Package wgt. Container 

0Paper 
be submitted I I I2Jother (Specify) Plastic Bag 

3. Location ol Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

IZJLabel 0 Container tOO 10 ~00 lbo. cgjon Label 

EJOn Labelinq accompanying product 

6. Manner in Which Lebel is Affixed to Product Outhograph !.i:Qother Label is glued to plastic bag 

0Paper glued 

Ostenclled 

Section IV 
1. Contact Point Com Jete items directjypeiow for identification of indfviduat to be contacted, if necessai}', to orocess this aDo/lca!ion. 

Name Tille Telephone No. (Include Area Code) 

Carrie Danids Authorir.d Representative 202-772-4916 

Certification 6. Date Application 

I certil~e statements I have made on this form and all attachments thereto are true, accurate and comple!<J. ' :'!ecclved 

ackno ledge at any knowingly false or misleading statement may be punishable by fine or Imprisonment or bc;h {Stamped) 
under i:lppllca e law. 

2. s;g""'"' ~ L_A, 3. Title 

BY /~ d 1()('(\_jJ Regulatory Al"l"nirs Munagcr, Novm:ymcs Biological~. !nc. 

4. Typed Name: Deun Thome 
5. Date: February tS, 2012 
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Form Annroved OMB Nos. 2070-0060; 2070..(){157; 2070..()107; 2070.0122; 2070<1 f64 

'A"' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\~) 1200 Pennsylvania Avenue. N.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction ACI Nollce: The pubnc n:portingbunlcn for Jhisoolleco:ion oflnfomuJion is 1$1lmaJcd w ~verage 1.2S how:s per response for registmlion 
and 0.2S howli per respon:ie for reregistration Md special review activities, including lime forreadinglhe i~truclioM and completing Jhc necm;uy forms. Send 
comments regarding burden estimate or any other aspecl of this colleelfon of informQtion, including suggestions for reducing !he burden lo: Director, Col lee lion 
Stnuegies Division {28211), U.S. Environmentil ProJoction Agency, 1200 Pennsylwnia Avenue, N.W., Washington,. DC 20460. Do nol send the comple~ed fonn 
Jo this addres~. 

Certification with Respect to Citation of Data 

AppllcanfsJRes:tistr..mt's Name, Address, and Telephone Number EPA R~islration Numberffila Symbol 
Novozymes Biologicals, Inc. 5400 Corporate Circle, Salem, VA, 3()6.657-8238 70127·6 

Active lnQredienl(s) and/or reoresenta6wtest comOOtJndfst ""' Bacillus sublllis var.amylo~quefaciens Strain FZB24 02/1712012 

General Use Pattemfs) {II!;\ all !hose claimed for lhls producl USI11!140 CFR Part 158) Product Nama 
Terrestrial food use and non-food use Taegro Technical 

NOTE: If your product is a 100% repackaging of another purchaGed EPA-registered prodt.U:;tlabeled for all \he same uses on yQUr !abe~ you do not need to 
submit !his form. You must submilthe Formulator's Exemption Statement (EPA Form 8570·27). 

D 
1 am responding to a Data-Can-In Nol!ce, and have included with !his 101m a list of companlas sent offers or compensa6on (the Data Matrix form should 
be used for this purpose). 

SECTION l: MElltOD OF DATA SUPPORT (Check one method only) 

D 
tam using !he cite-all me !hod of support, and have Included wilh this form 

0 
t am using the selective method of support (or cite-all option 

a nst or companies sent offers of compensation (the Data Mallix form under the selective method), and have induded with this form a 
should be used for this purpose}. completed fist or data requirements {!he Dala Matrix form mtiSI be 

used). 

SECTION II: GENERAL OFFER TO PAY 

!Required if using !he cite-aD method orwhan using the cite-an opfion under the selective method to satisfy one or more data requirements] 

D thereby offer and agree to pay compensation, to olher persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

1 e&tily that this application for registration, this form for reregistration, or this Data-caN-In response is supported by all data submitted or cited in the 
application for registralion, lhe1orm for reregistration, or lha Da!a·Call-ln response. In addifion. if the cite-all oplion or cite-aN option under !he selective method is 
indicated In Sec6on l, th'1s appflcalion is supporled by all data in the Agency's f~es !hal (1) concern the properties or effects o\th'1s product or an identical or 
substanlialty simllar product, or one or more ol!he ingredients In thi:o product; and (2) iS a type of data that would be requireQ lobe submitted under \he data 
requlremants in effect on the date o( approval of this application if the app~catlon sought the initial regis!Jalion of a product of identical or similar composition and 
uses. 

l certify that for each exdusive use study c~ed in support of this registration or reregistration, !hall am the original data submitter or \hall have oblained 
the written permiSsion of the original data submitter lo cite that study. 

!certify that for each study cited in support of this regtstraUon or reregistration that is not an exclusive use study. either: (a) lam the original data 
~ubmiller; (b) I have oblained the permission of the Ollginal data submitter to use the :oludy in support of this application; (c) aU periods of e~gibi!ity for 
compensation have expired for the study; (d) the study l$ in the public literature; or (e) I have noUfie<l in writing the company that submitted the study and have 
offered (I) to pay compensation to the extenl required by sections 3(c)(1)(F) andfor 3(c)(2)(B) ol FIFRA; and (U) to commence nsgotiationslo determine the 
amounf and lerms of compensation, if any, lobe paid for the use or the study. 

1 certify that in all instances where an offeror compensallon is required, copies c1 all offers to pay compensanon and evidence of \heirde~ary in 
accordance with sections 3(c}(1)(F) andfor 3(c)(2}(8) of FIFRA are available and will be Wbmitted to the ~ency upon request Should l faillo produce such 
evidence 1o the Agency upon request. I understand \hal !he Agency may lnltiale action to deny, cancel or su~pend the registration of my product in conformity with 
FIFRA. 

l Mhat1he statements I have made on this form and all attachments to It are true, accurate, and completo. l acknowledge that any 
knowingly se misleading statement may be punishable by fine or Imprisonment or both under apptlcablo taw. 

Signature b~"' L2·va M 
Dale Typed or Printed Name and liUe 

"\: 02{17{2012 Dean Thome. Regulatory Affairs Manager 

EPA Form 857Q..34 (12·2003} Electronic and Paperve!'Slon~ ava1lable. Subm1l only Papervei'Slon. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
EJINGTON, D.C. 2~ 
information is estimated to ave~ 

instruction Md completing the necessary 
to Diree10r: OPPE lnformution Managemem Division (2137) U.S. Environmental PI"Qtection Agency, 

Novozymes Biologicals, Inc. 

Novozymes Biologicals, Inc. 

Novozymes Inc. 

52



FoiTII API>t'Owi OMB No.. W7V.Uillin 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

II:! 
~· 401 M Street, S.W. 

WASHINGTON D.C.20460 
Paperwork Reduction Act Notice: The public reponing burden fo. this collection of information is estimated to ave1age 0.25 hours per response for registratiort ~cti~ities ll!ld 0.25 hours per response 
fo. reregistration and Spl:Cial re~iew activities. including time for reading the instruction arxl completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the butden to Director: OPPE Information Management Division (2137) U.S. En~ironmemal Protection Agency, 401 M SU'eet, S.W .. 
Washington, DC 20460. Do not send the fonn to thisllddress. 

DATA MATRIX 
Date: Februa 17. 20t2 EPA Re No.IFile S mbol 70127-6 "" 2of 4 
AppfLcant's/Registrant's Name & Address Product 
Novozymes Biologicals, Inc., 5400 Como rate Circle, Salem VA 24153 Tacgro Technical 
In edient Badl/1u subti/(~ var.amvlali ue(adens Struin FZB24 
Guideline Reference Guideline Study Name MRlDNumber Sub miller StatUS Nmo 
Number 
885.1100. 885.1200. Response to Questions Raised Regarding MRID Numbers4475102 and 44986501 Novozymes Biologicals, Inc. OWN 
885.1400 4475104 TAE-022 Technical and WDG Bacillus subtilis var. 

amvloliquefaciens Strain FZB24. 
830.6302. 830.6303, Dctennimnion of the Color, Physical State, Odor, pH, and Density of 44758107 Novozymes Biologicals. Inc. OWN 
830.6304.830.7300, Bacillus subtilis va7. amyloliquefaciens End-Use Product: TAE-022 
830.7000 Technical, TAE-WDG: Lab Project Number:495C-!03. 
885.3050 Toxicity/Pathogenicity Testing of Bacillus subtilis var. amyloliquifaciens, 44758108 Novozymes Biologicals, Inc. OWN 
(870.1100) Strain FZB24, Following Acute Oral Challenge in Rats: TAE-022 

Technical. TAE-WDG: Lab Pro"ecl Numbe7: L08743 SN2 
885.3050 Acute Toxicity/Limit Testing of Bacillus subtilis var. amyloliqucfuciens, 44758\09 Novozymes Biologicals, Inc. OWN 
(870.1100) Strain FZB24, WDG End Use Product. Following Acute Oral Challenge in 

Rats: TAE-022 Technical, TAE-WDG: Lab Pro"ect Number: L08743 SNS. 
885.3100 Acute Dennal Toxicity/Pathology Study of Bacillus subtUis var. 44758110 Novozymes Biologicals, tnc. OWN 
(870.1200) amylo\iquifacicns, Strain FZB24. in Rabbits: TAE-022 Technical, TAE-

WDG: Lab Pro jeLl Number: L08743 SN5 
8853100 Acute Dermal Toxicity/Pathology Study of Bacillus subtilis var. 44758111 Novozymes Biologicals, Inc. OWN 
(870.1200) nmyloliquifaciens. Strain FZB24, WDG End Use Product in Rnbbits: TAE-

022 Technical, TAE-WDG: Lab Project Number: L08743 SN I 0 
885.3150 Toxicity/Pathogenicity Testing of Badllus subtili£ var. amyloliquifaciens, 44758112 Novozymes Biologicnls, Inc. OWN 
(870.1300) ~in FZB24, Acute Intratracheal Challenge in Rats: TAE-022 Technical, 

1\ -WDG: L~b ~ "ect Number: L08743 SN3. 
Sign~ tun: In {: Name and Title Date ,, Dean Thome. Rewlntorv Affairs Manaw 02117n012 
I· I' A h>trn "7fi.JII~.q7l "''"'"'""' ""' "'"" 1 Vor<i""' ""''1>1>1<. -~"~""';' "nlv 1'>""1 ,,ru,m "" llyt'>rc A··~~ •·•-·• ''""·,...~• ~'· .. 

F""" Apt>"""...t OMB No.. 20111-1101".11 
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Iii' !I Foorm 11$/U-i> (~·\17> Eio:con•ni.; and ro(ICJ Vot_,;..,. lo.nilnbl:. ~"11- ""lr l'oi!C' w•.<Joo. Ac<IICY lnlentol U .. Cepy 
F~rm lo.p(H'OI'td OMII 1\'o. 2070.00o'iO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
--.-&- 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Acl No lice: Til<: public reponing burden for this colie<::tion ofinfOilrullion is estim~led 10 a~erage 0.25 hoors per response f(l(" registration aclivilies and 0.25 hours per response 
lor reregis1ra1ion ;md special review uclivities, including dmc for reading I be inslruClion and completing I he lleeessary fonns. Send comments regarding I he burden estimate or any other aspec1 oflhis 
collcc1ion of infomralion. including suggeslious for reducing !he burden 10 Direc!Or: OPPE lnfonrnuion Managemenl Division (2 137) U.S. Environmcnlal PmleClion Agcr>ey, 40\ M Sm:el, S, W .. 
Washin 10n. DC 20460. Do not SClld !he form 10 !his address. 

DATA MATRIX 
Da1e: Februa 17,2012 EPARe NoJFileS mbo\70127-6 Pa elof4 
Applic~nl's/Registnml's Name & Address Product 
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Tacgm Technical 

ln!'Xediem Budltnr Iub;i/i.r >'ru:umvfr,Ji 1/e(uci~nr SJrui11 FZB24 
Guideline Reference GuideliflC Study Name MRlD Number Sub miner Status Note 
NUmber 
885.3200 Toxicity/Pathogenicity Testing of Bacillus subtilis var. amyloliquifaciens. 44758113 Novoz:ymes Biologicals, Inc. OWN 

Strain FZB24, Following Acute Intravenous Challenge in Rats: T AE-022 
Technical. TAE-WDG: Lab Project Number: L08743 SN4. 

870.2400 Primary Eye Irritation Study of Bacillus subtilis var. amyloliquifaciens, 44758114 Novoz:ymes Biologicals, Inc. OWN 
Strain FZB24, in Rabbits: TAE-022 Technical, TAE-WDG: Lab Project 
Number: L0874l SN6 

870.2400 Primary Eye Irritation Study of Bacillus subtilis var. amyloliquifaciens. 44758115 Novozymes Biologicals, Inc. OWN 
Strain FZB24, WDG End Use Product in Rabbits: TAE-022 Technical, 
TAE-WDG: Lab Protect N11mber: L08743 SNll. 

885.3400 Hypersensitivity Incidents Report Bacillus subtilis var. mnyloliquifaciens 447581 16 Novozymes Biologicals, Inc. OWN 
Strain FZB24: TAE-022 Technical, TAE-WDG. 

885.3400 Sensitivity of Detection of Bacillus subtilis var. amyloliquifaciens, Strain 44758120 Novozymes Biologicals. Inc. 
FZB24. forToxicity/PathogeuicityTesting in Rats: TAE-022Technical, 
TAE-WDG: Lab Project Number: L08743SNL 

870.2600 Dermal Sensitization Study of Bacillus subtilis var. amyloliquifaciens, 44758117 Novozymes Biologicals, Inc. OWN 
Strain FZB24 in Guinea Pigs Using the Buehler Method: TAE-022 
Technical. TAE-WDG: Lab Pro'ecl Number: L08743 SN7 

NA Potential Heahh Effects of Bacillus subtilis var. amyloliquifaciens Strain 44758118 Novozymes Biologicals, Inc. OWN 
FZB24 A Review f Literature: TAE-022 Technical, TAE-WDG. 

Signmure )p. ~ """"" n / 
Name and Title Dale 
Dean Thome, Regula! Of)' Affairs Manager 021!712012 

fi'A h•nn Kii; JS :9·~7) f:ki:t~>n>o: =.! 1"'r;<r V'""'""'-'~~'~10- Suhm;, "nly l'•pcr "'""'"- .. •~••'"'""'"'" .. "oon· ••• 'I'Y 54



Form AJI!In;n-...1 OMII Nn..lllro.tMIOO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~!. 401 M Street, S.W. 

i WASHINGTON D.C. 20460 
Papt.'fwork Reduction Act No tic~: The public reporting burden for 1his collection of informalion is estimaled 10 average 0.25 hours perrespoose for regiMmtion ae1ivi1ies and 0.25 hours per response ! 
for reregiSlration and speeiul review acJiVilies, including lime for reading !he instruclion :md compleling !he necessary forms. Send comments regarding 1he burden es1ima1e or any mher aspecl of1his i 
collcetion ofinforma1ion. including suggestions for reducing the burden 10 Direclor: OPPE Informatio-n Managemenl Division (2137) U.S. Environmenlnl Protection Agency, 401 M StreeJ, S.W .. 
Washin)I.JOn. DC 20460. Do n01 send !he form 10 1his ~ddress. ! 

DATA MATRIX 
Da1e: Fcbruarv 17.2012 EPA Re NoJFile S mbol 70127-6 ,, 4of4 
Applieant's/RegisJram's N~me & Address Prod•o 
Novozy!!les. Biologicals, Inc., 5400 Corp()rale Circle, Salem VA 24153 Taegro Te-::bnical 
In rediem Bud/IJ~~ .;ubti/i.t rur.umvluli ue(ucien~ Srroin FZB24 
Guideline Refezence Guidelioo S1udy Name MRIONumber Submiuer S1a1u~ No1e 
Number 
885.5200 Growth ParameJers of Bacillus s.ubJilis var. amyloliquifaciens, Strain 44758119 Novozymes Biologicals, Inc. OWN 

FZB24, at Various Temperatures: TAE·022 Technical. TAE·WDG: Lab 
Pro"ect Number: L08743 SN25 

885.4050 Bacillus subtilis var. amyloliquifaciens: An A vi an Oral PaJhogenieily and 44758121 Novozymes Biologicals, Inc. OWN 
Toxicity Study in the Northern Bobwhite: TAE-022 Technical, TAE· 
WDG: Lub Pro"ecl Number: 495·101. 

885.4200 Bacillus subtilis var. amyloliquifaciens: A Five·Concentration Toxicity and 44758123 Novozymes Biologicals, Inc. OWN 
PalhogenicityTesl wilb the Rainbow Trout (Oncorhynchus mykiss): TAE· 
022 Technical. TAE-WDG: Final Reoort: Lab Proiecl Number: 495A-102. 

885.4240 Bacillus subtilis var. amyloliquifaciens: A 21-Day Life-Cycle Toxicity and 44758122 Novozymes Biologicals, Inc. OWN 
Pathogenicity Test with !he Cladoceran (Daphnia magna): TAE.022 
Technical. TAE-WDG: Final Repon: Lab Project Number: 495A-101. 

885.4300 Algae Growth Inhibition Test-· Test Anicle Bacillus sublilis Strain FZB24: 44758127 Novozymes Biologicals, Inc. OWN 
T AE.022 Technical. TAE·WDG·. Lab Project Number: 83..()(].(]551-()()..93 

885.4380 Evaluation of the Dielary Etrccl(s) of Bacillus subtilis var. 44758124 Novozymcs Biologicals, Inc. OWN 
amyloliquifaciens on Honey Bee Larvae (A pis mellifera L.): TAE-022 
Technical, TAE·WDG: Lab Project Number. CAR 167-98. 

885.4380 Evaluation of lhe Dietary Effecl(s) of Bacillus subtilis var. 44758125 Novozymes Biologicals, Inc. OWN 
umyloliquifacicns on Adult Honey Bees (Apis mellifera L.): TAE-022 
Technical. T AE·WOO: Lab Proiee.t Number: CAR 169.98. 

NA Bacillus subtilis var. amyloliquifaciens Strain FZB 24: An Acute Toxicity 44758126 Novozymes Biologicals, Inc. OWN 
(\ Study wilh lhc Earthworm in an Artificial Soil Substrate: TAE-022 

Technical, T. ·WDG: Lab Proiecl Number: 495.102. 
Signulure v(' .IY\Q 

Name and Tille Dale 
Dean Thome, Regula1ory Affairs Managet" 02117/2012 

EPA h>tm Kl11'"\~ '~-~711'~"~"""' ,oop,..,, Vc""'"" "'~iLblo. Suhmil ~nlv i'.~"' ·~•·••c, At<»<Vlnlon~~~l u .. c.p, 55



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

per respoo~ 
Send comments regarding the burden estimate or any mher aspect 

the burden (2137) U.S. Environmental Prote<:rion Agency, 401 M Stm:t. S.W .• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
EIINGTON, D.C. 2~ ' 
inform~ lion is estimated to aver 
)n and oompleti 

.25 bours per response fOI" registration activities ~nd 0.25 hours per response 
1g the necessa!)' forms. Send comments regarding the burden estimaLe or any other aspect of this 

Lhe lmrdcn 10 L>treetor: UI'Pt tntormatton Management Division (2137) U.S. En~ironmental Protection Agency, 401 M Street, S.W .. 

Status 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S,W. 
WASHINGTON, D.C. 20460 

reading tile instruction and completing the 
burden 10 Director: OPPE Information Management 

the bunlen estimate or any 
Protection Agency, 401 M Street. 

Movozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 

Inc. 

Novozymes Biologicals, Inc. 

Manager 02/1712012 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, 8. W. 

per response 
estimate or any other aspect of this 

Prote<:tion Agency, 401 M Street, S.W., 

,, Man3ger 02/1712012 
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Material to be added to an e-Jacket/Jacket 

Reg. No. 70127-6 
1. o Placement within the e-JackeUjacket: 

o Default: (chronological, top/newest) 

o Description: (PDF page number, i.e., "before page 
45") 

2. o Send to Data Extraction contractors this material: 

o Newly stamped accepted label 
o Notification- Accepted- to add minor 

change 

o NewCSF 

o Other: 

3. Attach this coversheet to the top ofthe material or jacket. It 
must be well organized and clipped together, NOT STAPLED. 
Then give the material with this coversheet to staff in the 
Information Services Center (Room S-4900). 

Reviewer's Name: Mary Paden 
Phone: (703) 308-0411 Division: BPPD 
Date: 09/16/2011 

Created January 26, 2009 
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Form B: r 

View/Edit 

_NeW lri~redi~-nt r~-~-­
RequestD<ite: 

Mew ingr.ed1er.t r ____ _:__ 
Received Date; 

Signatlwe DStte: 

;V\_ cd·"f 
j)!_ tJ 0 1; ~~ L""'-\; C'-\ 
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EXponenr 

May 6, 2011 

Dr. Sheryl Reilly, Branch Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs, U.S. EPA (7504P) 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Exponent 
IISO Connecticut Avenue, NW 
Suite 1100 
Washington, DC 20036 

telephone 20~-772-4900 
facsimile 20~-772-4979 
www.exponent.com 

RE: Notification per PR Notice 98-10 for Taegro Technical (EPA Registration No. 
70127-6) 

Dear Dr. Reilly: 

On behalfofNovozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA 
Company Number 70 127), Exponent is submitting a notification of per PR Notice 98-10 for the 
registered product Taegro Teclmical (EPA Registration No. 70 127-6), containing the active 
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The following items are 
enclosed in support of this notification: 

• Transmittal Document; 
• Application for Registration (EPA Form 8570-1 ); and 
• MSDS for  

A copy of the MSDS for this ingredient is included for your reference. TI1is intredient is 
comprised completely of the  
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Dr. Sheryl Reilly 
May6, 2011 
Page2 

We have not submitted a new confidential statement of formula or a label for this notification, 
because no changes have been made to the confidential statement offonnula on file with EPA or 
the label previously approved by EPA. 

Tills notification is consistent with the provisions ofPR Notice 98~10 and EPA regulations at 40 
CFR 152.46, and no other changes have been made to the labeling or the confidential statement 
offommla of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully 
make any false statement to EPA. I further understand that if this notification is not consistent 
with the terms ofPR Notice 98-10 and 40 CFR 152.46, tills product may be in violation of 
FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of 
FIFRA. 

Should you have any questions regarding this submission, please contact me via telephone at 
202-772-4916 or via email at cdaniels@exponentcom. 

Sincerely, 

Canie Daniels 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
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EPA 

1. 

4. 

1 fonn, 

United States 

Environmental Protection Agency 
Washington, DC 20460 

1for 

Form 

PM# BPPD 

5. Name and AddrestJ of Applicant (lnc/Lid8 ZIP Code) 

Novozymes Biologicals, Inc. 
5400 Corporate Grete, 
Salem, Virginia 24153 

D 
Product Name 

Ill 

OPP ldentilier Number 

:X Other 

3. Proposed Classification 

~None 0Restr!cled 

lo· ,my 
to: 

0 Amendment· Explain below. D Final ptinled labels in response to Agency letter dated XX·XX·XX 

0 Resubmtsslon In response to Agency letter dated 

II:Xl 
0 "M• Too" Appl<atro'l\lotilficatiopA •cqeptc!d 
I OOthoc I / 'bclow. 

Explanation: USe additional page(s) if necessruy. (For section I and Section II.) 
Submission of a notification per PR Notice 98-IOTaegroTMTechnicat (EPA Reg. No. 70127-6). 

11. I 

Chlld·Resislant Packaging 

Oves• 
/Z]No 

"Certification must 
be submitted 

I ~~~~ackaglng wgt. ~o. ~r 

Packaging 

R; y., 
~~No 

~·y."" 
Package wgt. 

2. Tt£!i ~-1 Container 
b Mete! 

r= Plastic 

3. Location ot Nel Contents tntonnation 4, stze(s) Retail Container 5. label Directions 

f;&~M;~~,~~;,;:·~~~-~.,;,~,;.b,.;[];.~.u';,;,~:;::.·,;~~~~rnd~u~~~_._'L·':''rc"~o~'';'~·';~; .. _oc __ "'_·_
1

_'·~'·~<f<X;,;-=,~·--~'~'''1"~'0~~'~ ~'~~~~~,~~~"-----i 
R:• gtuod 

11. 
Name 

2. 

BY: 

IIV 

Carrie Daniels 
I Tille 

Authorized Representative 
Telephone No. (Include Area Code) 

202·712·4916 

Certification 
statements I have made on this form and all attachments lflereto are true, accurate and complete. : 

~::knowingly false or misleading statement may be punishable by fine or imprisonment or boll> 

L J\,h .. . O 3. T!tro 
f\ "")0..,, . -dJ 1'1/v'\ Regulatory Affairs Manager, Novozymes Biologicals, me. 

6. ::la'.e hpplicatlon 
ct~eli:ed 

(.')tamped) 

4. Typod Nam;;: Dean Thome 1 o. "'"' May 6, """ • -

64



UN/ ' STATES ENVIRONMENTAL PROTECTV ~GENCY 

~\if:O SJ-41"~ /&\ ~ ~ 
\ j UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~LPR01'(;.¢ Washington, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POllUTION PREVENTION 

Carrie Daniels 
Authorized Representative of 

Novozymes Biologicals, Inc. 
Exponent 
1150 Connecticut Avenue, NW, Suite 1100 
Washington, DC 20036 

RE: Product Name: Taegro Technical 
EPA Reg. No: 70127-6 
Notification Dated: May 6, 2011 to  

 per PRN 98-10. 

Dear Ms Daniels: 

The Biopesticides and Pollution Prevention Division is in receipt of your application for 
Notification under Pesticides Registration Notice (PRN) 98-10 dated above. A preliminary screen 
of this request has been conducted for its applicability illlder PRN 98-10 and it has been determined 
that the action(s) requested falls within the scope of PRN 98-10. Our records have been duly noted, 
and the label submitted with this application has been stamped as "Notification Accepted" and will 
be placed accordingly in our records. 

Questions concerning this action should be directed toMmy Paden (703) 308-0411 or 
email at paden.mary@epa.gov. 

EPA Form 1320-1A {1/90) 

Sincerely, 

Sheryl K. Reilly, Ph.D., Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention 
Division (7511P) 

SEP 0 2 2011 

CONCURRENCES 

Printed on Recycled Paper OFACIAL FILE COPY 

~U.S. GovenunentPrinOng Office: 2005 21l!J-.8gg (ruac) 
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Carrie, 

Re: FW: Inert ingredient- Novozymes (70127-6) CJ 
John Kough to: Carrie Daniels 
Cc: Sheryl Reilly, Mary Paden 

09/02/2011 09:02AM 

I have spoken with Sheryl Reilly and your action seems to fall under the notification criteria as a minor 
amendment for the manufacturing process of Taegro {EPA reg. no. 70127-6) where you are  

   
 

I understand form the email chain that  
 

Thanks for your help and have a good Labor Day if I don't hear from you before then. 

John Kough 
703-308-8267 

"Carrie Daniels" Hi John, 

From: 
To: 
Date: 
Subject: 

Hi John, 

"Carrie Daniels" <cdaniels@exponent.com> 
John Kough/DC/USEPNUS@EPA 
09/01/2011 03:56PM 
FW: Inert ingredient- Novozymes (70127-6) 

09/01/2011 03:56:27 PM 

Thank you again for your time today to discuss the inert ingredient   

  in Novozyme's Taegro product (EPA Registration number 70127-6). 

Per our discussion, I am forwarding the email that I sent to PV with supporting information for the inert 
ingredient and I have attached an email from Sandra Rock in the inerts group with approval for this 
product under 40 CFR Part 180.960 (I have also forwarded that approval email to Mary Paden). 

Should you need additional information in your discussions with Sheryl Reilly and Mary Paden regarding 

our notification request, please do not hesitate to contact me via email or telephone. 

Sincerely, 
Carrie 

Senior Managing Regulatory Consultant 

Exponent, Inc. 
Tel. 202.772.4916 
cdaniels@exponent.com 

From: Carrie Daniels 
Sent: Thursday, September 01, 2011 11:00 AM 
To: Pv Shah 
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Cc: Paden.Mary@epamail.epa.gov; Reilly.Sheryl@epamail.epa.gov 
Subject: Inert ingredient 

Dear PV, 

I am following up on our conversation last week (8/23) regarding the inert ingredient , 
which consists of  
As we discussed, this CAS number is exempt from tolerance under  

 
 

I have attached the MSDS, and two em ails from  the supplier of this material, which 
indicate that  

 

Can you please confirm that based on the attached information the inert ingredient of interest 
is acceptable for use in a food use pesticide? 

Thank you again for your time and assistance with this question. 

Sincerely, 
Carrie Daniels 

Senior Managing Regulatory Consultant 
Exponent, Inc. 
Tel. 202.772.4916 
cda niels@exponent.com 

-----Message from > on Tue, 3 May 2011 12:20:48-0700----­
"Carrie Daniels" 

To: d . I@ <c ame s exponent.com> 

Subject RE: 

Carrie, 

This is to confirm that  

Best regards, 
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MATERIAL TO BE ADDED TO JACKET 

REG# 

Description: 

if applicable, check all that are attached 

o new stamped accepted label ~ 
~ 
Q. 

[5 new CSF 3' 

D notification ~ 
() 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room (both loose paper and 
new material in jackets). This sheet will be imaged; a clear description will aid in 
finding material in the e-jacket. Remove staples from all material. If returning loose 
paper then hold togethe1· with a binder or paper clip. CSFs should be placed in the 
CSF folder (if returning jacket) or covered with a red CBI sheet (if returning loose 
paper). Material to be returned to file room should be placed in the appropriate bin. 

Reviewer's ~ 5-/dll Narne: Date: 

Phone: 7o>- >or:,-~on Division: f;ff]) 
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TAEGRO® Technical 

For manufacturing purposes only 

o/ow/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy/oliquefaciens Strain FZB24* ....................... 79.9% 
OTHER INGREDIENTS .......................................................................................................... 20.1% 
Total ..................................................................................................................................... 100.0°/o 

'Contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet} 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A. 

ACCEPTED 
APR 2 6 2011 

Under the ·FHerill Insect:k:lde, fungidde, 
and ~odentlclde Ad:, as amended, tot 
the pestieldl!! registered under 
EPA Reg. No. 70I'L(-~ 

Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. Repeated 
exposure to high concentrations of microbial proteins can cause allergic sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. 

• Do not aive anv1hina bv mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page 2 
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2 

7. Revising text in the Agricultural Use Requirement box of the Taegro labeL 

For both products the new basic CSFs dated April19, 2011 supersede all of the previous 
basic CSFs and will be filed in the Agency's records as the official basic CSFs for the above 
listed products. 

The amendments referred to on the previous page, submitted in cormection with 
registration under section 3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act, 
as amended, is acceptable provided that you: 

l. Submit and/or cite all data required for registration of your product under FIFRA section 
3(c)(5) when the Agency requires all registrants of similar products to submit such data. 

2. Submit two (2) copies of the fmal printed labeling prior to releasing the product for 
shipment. 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA § 6(e). Your release for shipment of the product bearing the amended 
labeling constitutes acceptance of these conditions. If you have any further questions regarding 
this, please do not hesitate to contact Susanne Cerrelli, at 703-308-8077 
(cerrelli.susanne@epa.gov), or me at 703-308-8269 [reilly.sheryl@epa.gov). 

Sincerely, 

J_~+•r 
Sheryl K. Reilly, Ph.D. 
Chief 
Biopesticides and Pollution Prevention Division 
Microbial Pesticides Branch (75llP) 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95o F 
(35°C), and use within one year. Do not freeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Note to reviewer: This product is sold in large plastic bags contained within cardboard 
boxes.] 

Page4 
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TAEGRO® Technical 

For manufacturing purposes only 
o/ow/w 

ACTIVE INGREDIENT: Bacillus subtifis var. amyloliquefaciens Strain FZB24* ............... 79.9 ~% 
OTHER INGREDIENTS .................................................................................................. 20.1 26,7% 
Total ..................................................................................................................................... 100.0% 

*Contains a minimum of 2.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 
VNIW.novozymes.com 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 -0-W 
Made in the U.S.A. 

Not for sale or use after: [Date to be inserted] 
Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. Repeated 
exposure to high concentrations of microbial proteins can cause allergic sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor fer further immediately for 
treatment advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told to do so by the poison control 

center or doctor. 
• Do not give anything by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page2 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Qe As! ffee~e sF e*pese !a !empeFa!"Fes aee~e 
8Q F. Giese epeAed packages tightly. 8teFe iA a seal, dry place aAd "se withiA oAe yeaF. 
Store at room temperature, but do not exceed 95' F (35'C), and use within one year. Do 
not freeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on stte or at an 
approved waste disposal faciltty. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer bag and for recycling if 
available, or dispose of empty bag in a sanitary landfill or by incineration or, if allowed by 
state and local authorities, by burning. If burned, stay out of smoke. 
The cardboard box should be offered for recycling, where available, or disposed of in a 
landfill. 

[Nete te Feviewer: The "Not for sale oF "se after (dale)" is to seNe as the bateh eode.] 
[Note to reviewer: This product is sold in large plastic bags contained iA cardbeard ffames 
within cardboard boxes.] 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems wtthout previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably frt for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the ex1ent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 
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TAEGRO®Technical 

For manufacturing purposes only 

0/ocwfw 
ACTIVE INGREDIENT: Bacillus subti/is var. amv/oliquetai:iens Strain FZB24* 79 9"o OTHER lNG ,. ........................ . " 

REDIENTS .......................................................................... , ................................ 20.1% 
Total ...................................................................................................................................... 1 00.0% 

*Contains a minimum of2.0 x10" Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] paneU 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A. 

Batch code and Expiration Date: [Batch code and expiration date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear 
such as goggles, face shield or safety glasses, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95 when handling this product. Repeated 
exposure to high concentrations of microbial proteins can cause allergic sensitization. 
Harmful if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 
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Taegro 
Carrie Daniels 
to: 
Susarme Cerrelli 
04/21/2011 03:57PM 
Cc: 
"DNTM (Dean Thome)" 
Show Details 

Hi Susanne, 

Page 1 of 1 

Per our conversation, Novozymes has not sold or distributed the Taegro products (EPA Registration Numbers 
70127-S and 70127-6) and, therefore, there are no final printed labels available at this time. 

Regards, 
Carrie 

Senior Managing Regulatory Consultant 

Exponent, Inc. 
Tel. 202.772.4916 
cdaniels@exponent.com 
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PI ad" ease re rn$tntctions on rovol'$e before completing form. 9 Form Approved. OMB No. 2070-0060. Approval expires 05·3 t- 8 

United States k=J+Registration OPP Identifier Number 

EPA Environmental Protection Agency fg] Amendment 
Washington, DC 20460 0 Other 

Application for Pesticide ~ Section I 
L CompanylProduc\ Number 2. EPA Product Manager 3. Proposed Classification 

70127-6 Sherv\ Reillv 
4. Company/Product (Name) PM# BPPD cg}None 0Restricted Novozyfnes Biofogi"ca\s, Inc./ TaegtoTechnical 

5. Name and Address of Applicant (fnclude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c}(3)(b)(l), my 
product is similar or identical In composition and labeling to: 

Novozymes Bi-ologicals. Inc. EPA Reg. No, 
5400 Corporate Circle 
Salem. Virginia241S3 

Product Name 

0 Check if this is a new addr9ss 

Section II 

[g) Amendment· Explain below. 0 Final printed labels in response to Agency letler dated XX·XX·XX 

0 Resubmission in response to Agency letter dated 0 "Me Too" Application 

I 0 Notitication ·Explain below. I n Other • Explain below. 

Explanation: Use additional page{s) it necessary. (For section 1 and Section 11.) 
Submission of a 90-day amendment to revise the CSF and Label for TaegroTechnical and to submit a new Manufacturing Process. 

Section Ill 
t. Material This Product Will Be PackaQed In: 

Chlld·RIISistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

Oves· Oves Ov" 0 Metal 

~No ~No ~No 0 Plastic 

It "Yes" No. per If "Yes" No. per 0GI= 
~Certification must Unil Packaging wgt. Container Package wgt. Container 

0Paper 
btt submitted I I i5<JOther (Specify) Plaslic Bag 

3. Location of Net Con!Mts Information 4. Size(s) Retail Container 5. Location ol Label Directions 

~Laool 0 Container 10010 500 lbs. [8Jon Label 
Don LabeDng accompanying product 

e. Manner in Which Lebel is Affixed to Product ~Lithograph [S]other Label is glued to plastic bag 

0Paper glued 

O&enciled 

Section IV 
I. Contact Point (Complete items directly below tor idenlificalion of individU81/o be contacled, if necl'lss.afY, lo process this applica.tion.J 

Name Title Telephone No. (Include Area Code) 

Carrie Daniels Authorized Representative 202-772-4916 

Certification e. Date Application 

1 certify that the statements 1 have made on this form and all attachments thereto are IIUe, accurate and complete. 1 Received 

ack_n~ledge that any knowingly false or misleading statemen\ may be punishable by tine or imprisonment or both (Stamped) 
r licable law. 

2. Sig '"" C6, 
3. Tille 

BY: \:"---- :rw... l\aY"IQ .J 
Regulatory AfTairs Manager. Novozymcs Biologicals, Inc. 

4. Typed Name: Dean Thome 
5. Date: April 15, 201 I 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

APR ~ 2 1011 

Ms. Carrie Daniels, Agent for Novozymes BiOlogicals, Inc. 
Exponent 
1150 Connecticut Avenue, N.W. 
Suite IIOO 
Washington DC 20036 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

RE: Revised Manufacturing Processes, Confidential Statements of Formulas (CSFs) and 
Labels for Taegro (EPA Reg.No. 70127-5) and Taegro Technical (EPA Reg. No. 70127-6) 
OPP Decision Numbers: D443035 and D443036 

Dear Ms. Daniels: 

The Agency has completed its review of the referenced revised manufacturing processes, 
Confidential Statements of Formulas (CSFS), and labels for the above mentioned products. The 
manufacturing processes were determined to be Upgradable. 

Below are the items that must be addressed before the amendments can be finalized: 

1. The 8570-1 forms submitted with the above mentioned applications did not report the 
packaging used for each product. Please provide a complete 8570-1 with the packaging 
indicated for each package size sold for both products. This information is needed to 
evaluate the container disposal text. 

2. There is no record that flnal printed labels were ever submitted following the registration 
of these products. Since this is a required term of registration, you must submit the final 
printed labels at this time. 

3. The following changes need to be made to your Confidential Statement ofF ormulas for 
both products listed above: 

a.  if any should be listed on a separate line on the CSF. 

b. The minimum guaranteed CFU/g appears to be listed on the CSFs. The CFU/g listed on 
the label does not agree with that listed on the CSF. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OPP Decision Numbers: D443035 and D443036 
EPA File Registration Numbers: 70127-5 and 70127-6 
Product Names: Taegro and Taegro Technical 
EPA Receipt Date: December 13,2010 
EPA Company Number: 70127 
Company Name: Novozymes Biologicals, Inc. 

Carrie Daniels, Agent for Novozymes Biologicals, Inc. 
Exponent 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington DC 20036 

OFFICE OF CHEMICAL SAFETY 
ANO POLLUTION PREVENTION 

Subject: Revised Manufacturing Processes, Confidential Statements of Formulas (CSFs) and 
Labels 

Dear Ms. Daniels: 

The Agency has completed a review of the submitted revised manufacturing processes, 
Confidential Statements of Formulas (CSFS) and labels for the above mentioned products. The 
manufacturing processes were determined to be "Upgradable". 

Below are the items that must be addressed. 

1. The 8570-1 forms submitted with the above mentioned applications did not report the 
packaging used for each product Please provide a complete 8570-1 with the packaging 
indicated for each package size sold for both products. To evaluate the container disposal 
text this information is needed. 

2. There is no record that the final printed labels were ever submitted. Please submit your 
existing Final printed labels for our file records. 

3. The following changes need to be made to your Confidential Statement of Formulas for 
both products listed above. 

a.  if any should be listed on a separate line on the CSF. 

CONCURRENCES 

EPA Form 1320'1A (1190) ~$' 

iJv'-- f' I~ .. , '' ... .k~JVHN~-. 

OFFICIAL FILE COPY 
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2 

b. The minimum guaranteed CFU/g appears to be listed on the CSFs. The CFU/g listed on 
the label does not agree with that listed on the CSF. 

The following changes need to be made to your Taegro Technical label. 

On page 1 

1. Insert a summation line underneath 12.2%. 

2. The minimum guaranteed CFU/g needs to be listed in the ingredient statement, and this 
number needs to be identical to the minimum guaranteed CFU/g that appears to be listed 
on the CSF. [Eg. "Contains a minimum of2.0 x lOll Colony forming units (CFU)/g."] 

3. Correct the typographical error for "Expiry" and replace it with "Expiration" if that is the 
intended word. 

4. Insert "such as goggles, face shield or safety glasses" after"protective eyewear," in the 
paragraph at the end of page 1. 

On page4 

1. There is mention of Cardboard frames. How are these disposed of? Are these reused? 
Does Novozymes collect them? The disposal section needs to address all the 
packagingofthe product. Also if a variety of packaging is used the disposal statements 
should address each type of package offered for sale. 

The following changes need to he made to your Taegro label. 

On page 1 

1. Insert a summation line underneath 87.0 %. 

2. The minimum guaranteed CFU/g needs to be listed in the ingredient statement, and this 
number needs to be identical to the minimum guaranteed CFU/g that appears to be listed 
on the CSF. [Eg. "Contains a minimum of 1.0 x 1010 Colony forming units (CFU)/g."] 

3. Correct the typographical error for "Expiry" and replace it with "Expiration" if that is the 
intended word. 

Page 4, in the Agricultural use Requirements box: 

I. As required under 40 CFR 156.208 (c) (2) (ii) for products with Acute Toxicity Category 
II the Restricted Entry Interval needs to be changed to 24 hours. 
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2. Replace "PPE required for early entry to treated areas (that is permitted under the 
Worker Protection Standard and that involves contact with anything that has been 
treated, such as plant, soil, or water), is:" with: 
"For early entry into treated areas that is permitted under the Worker Protection 
Standard and that involves contact with anything that has been treated, such as plants, 
soil, or water, wear:" 

On page 5: 

1. In the paragraph that states "Taegro is a fungicide used for suppressing selected soil born 
diseases such as rhizoctonia and Fusarium ... turf' remove the words "such as." lf 
there are other soil born diseases supported by product performance data, the applicant 
may add them but the term "such as" is vague and may be misinterpreted. In addition, 
the applicant may vvish to add the common names of the pest listed: Rhizoctonia and 
Fusarium to inform the general public. 

On page 10: 

The use directions mention using 1 gram of Taegro, but no information was provided that 
indicates that the product is packaged in 1 gram packets. Clarification is requested. 

In accordance with 40 CFR 152.105, if the Agency determines that an application is incomplete 
or that further information is needed in order to complete the Agency's review, the Agency vvill 
notify the applicant of the deficiencies and allow the applicant 75 days to make corrections. You 
must address and submit the deficient information outlined in this letter within 75 days of the 
date of this letter or EPA will administratively withdraw your application from further 
consideration vvithout notice to you. Alternatively, you may choose to withdraw your 
application and resubmit a new application with the deficiencies addressed. 

Please note that if you cannot quickly address the items listed above, the current PRIA due date 
of April28, 2011 vvill need to be renegotiated to allow enough time for BPPD to conduct its 
review and make a regulatory decision, because approval of the submitted data cannot proceed 
until the above listed deficiencies are addressed. 

Should you have any questions concerning this letter, please contact Susanne Cerrelli at 703-
308-8077. 

Sincerely, 

Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511P) 

93



BPPD Formulation Amendment~ck List 
Fast Track 0 and PRIA Actions B680 IL!, B681 D,B7300 

EPA Reg. No.:7of'Z.7- (, RAL: Application Date: 

Application Form (EPA Form 8570~1) ~signed & complete· 
STOP! Call have them correct and 

2. Final printed received for previous action? IF NO, STOP! E-mail 

3. 

If so have the terms/conditions been met? 

(ex: storage stability data)? 

S!oJ.J-~ 
'h <v.Ji. ty: .J.j l 

4. Confidential Statement of Formula (CSF) EPA Fonn 8570-4 Basic Alternate 
0 

SKIP to next item. 

f. 

g. PC codes assigned on CSF for 180.910, 180.920, and 180.930 codes 
noted that have / 

h. List 1 inert in the formulation? 

i. Alternate formula(s) do not require different labeling from basic CSF or other alternate CSFs. 

Source a.i. is a registered (When a proposed alternate or new basic formula involves 
a new registered manufacturing~use product as the active ingredient source it must be detennined 
whether the manufacturing~use products used to forinulate are similar enough to warrant use of 

· i data such as acute 

k. Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, 
or wheat commodities? If YES, RAL must evaluate label directions for compliance with 40 CFR 
180.1071. 

5. Data and Data Matrix Fonn 

a. a) Using Selective Method? [[IF NO, SKIP to item 5 and note that data matrix should be used 
for the cite~all method to indicate the companies to whom offers of compensation were 

b. Data Matrix for registration includes: 
and data 

submitted? 
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d. Registered source used for active ingredient? IF YES, SKIP to ITEM 5. (Active ingredient is 
~ from a registered source and generic data should be satisfied by registered source. IF NO, generic 

data needed. 

e. Data passed PR Notice 86-5 for formatting and MRID number assignment? ~ f. Public copy of Data Matrix provided? (PRN 98-5) 

6. Certification with Respect to Citation of Data (EPA Fonn 8570-34): See 40 CFR 152.80-98 ' 
and PR Notice 98-5 (Note: If no data are required or submitted, a Certification with Respect to Citation of 
Data form is not needed. This is often true for minor amendments.] 

r a. Did applicant check a Method of Support? 

b. General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method? /1 
c. Is the form signed and dated? 0 

d. Check form and Data Matrix; are Exclusive Use data cited from other sources? LJj 
IF A~' is the required authorization letter included in application? 
NA 

7. Formulators Exemption (EPA Form 5870-27) 

a. If registrant is using a registered source active ingredient in the fonnulation, is fonn filled out 
c?~ ietely and signed? 
NA R 

8. Sci nee Review completed? Comments: 

e&./ fo<, l ?':' Qc,t::c--1- f " 0., 1 A.. ,- l.f: 
tt 4:k f 

Internal BPPD Guidance Document- Other !terns May be Required 2 January 20!0 
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File Symbol· /Oil?-6 . 
!!.abel !Review 

Date· ..lt C. 1tr . . 
. ... .. . . . ~ ·--

. i5ite/!,J5$J [j~~i; ·1Ag· xsotl1 J £Food INQI1'Fbci(l ./~i)th -- .. ._, 

. .. .l·· 
··--- . -··- . 

t t9?U3.~t?fl~f~!j lA:~ra'h::S IA.C.ID~tl)l:] IA~1~6i:3 -~yelrr;_ 2 AfSkirltrr:?fi_~~-§~rli:- 1 . -· .... . - - - ' ... - . --- • -· .-- .... -- .- • •. • • • ' •.• - -· •• - _, • - "' ••• c •• ' _,.._., • • • • . 

L3bel Requirement Aeeeptab!e Not_Acceptab!e NIA Comm~nts LR~l3 
Recommendations 

RestricteP Use Pesticide ·······--- ---------- ·A Ch'5 

Product Name v Pg ·12-3 

Compny Name and Info \.../"' Pg "!5·1 

ldentif!caticin Numbers ....-/ Ch "14 

Net Contents ? Ch"17 

JngreQ.Jents Statement )c 
-' (o/14'\< "';P;. ( ~~il5 

LabeJ. ClaimS 'f Pgs4~s, 5-7 
11-IO&Ch12 

Alternate Formula X 5-1~~ 

. ... ------ -
Precautiona : Statements .. . . . ,., .- .. .. c c ..... .-•.. c.-JJc.· · .. ccc .. · · . 

Label Req~:Jirement Acceptable Not NIA Comments LRM3 
Acceptable Recommendations 

KOROC v 3·1 & 9 
7·3&4 

Sign8.1 Word v Ch3Ch7 
C:hiO 

Ge_ry~r.all:'l.eac;ling J ~ P" Ch7 
>PRECAUTIONARY :'"t"""" ~9 
STAT.E.MENTS ?l < -· • r.JA 
First Aid (PR N 20001-1) / / Ch3&7 

Hazards to Humans ......-------~ Ch3, i-3 
and Domestic Animals I~ 
PPE (WPS) 

'f 
Ch7,Pg7· 

Engineering Controls ·t2 
Pgs 10·4, 15 

User Safety 'f :::_J Requirements 

· :User Safety 
I I 

f Gh 10 
Recbmmendations / 
Envlronniental Hazards· J ' ·::h 8 

Physical and Chemical v =>g 3'-4-

Hazards Ch9 -
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.,,,;..uo~'i.~il < c ' -~ 'l~sti· ~IllS" -; i, ' j .. • .. - -- .. , AA{~,"(8Jtti .. ,P ... i'l'J'i.. . .i>I!S!', . .. 
. >'"-'"" .. -. , ___ ., ...... ··-·- ·- '} ,. --- _, ..... -- .-· . -··' ,• ... -- ' - . ' '" ... _, _,_ . . -- . 

Label Requirement Ac-ceptable Not NJA Comments LRM3 
Acceptable Recommendations 

Header >Directions for ./ 10-16 
Use""' 

VIolation of Federal Law -~ 10-26, 11·7 
text 

WPSText 

I 'X Ch 10, 7-I 
(PPE) 7-II 

Non~wps Text ~- f)<_ 7-12, Ch 10 

Storage and Disposal ( \/ "'" .'~' . ' l!-16, Ch 13 h. 
f1f- ~ ...... t<o- ~ 

-· .... ·- ... - •' . .. 

-- ··- :., _ ..... !il~M~rl.!$ji [$.me[;iil~9ns~~~-~~ffil~i!l!~J. .. ____ ,. '' ---~---' ,.,._. :-;.··-----~-----·--···'--··-·J.- _,_ -~ _,., ---- ....... 

Label Requirem_ent 

General Instructions and 
SUb-Header 

_Chemigation I Prohibition 

REI 

Label Requirement 

General Info. (non-sile 
specific iiliq. on uses, pests, 
mixing, and·Joading, ta;;kmixlng, 
etc.} 

General Precautions and 
Restrictions 

... 

Directions for Application 

Consisten~y with label 
instructions 

. 

Not false or m[sleading 

Acceptable Not NJA Comm~nts 
Acceptable Recommendations 

)< 
''A 
\j 

Acceptable Not · N/A Comments 
Acceptable ~ecommendations 

. 

.a. fi/J 

0 .. . 
,_. 

I.RM3 

l'RN 

l'g 10-20 

lRM3 

12-6 

97



TAEGRO® Technical 

For manufacturing purposes only 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy/oliquefaciens Strain FZB24• ...................... 87.8% 
OTHER INGREDI NTS ..................................................................................................... =,.,R.2% 
Total ................................................................................................................................... 100.0% 

olony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-~ 
EPA Est No. 70127~00lj 
Made in the U.S.A. • · 

/. -1 /.,_ 
Batch code an<;! Expiry Date: [Batch code and(expiry date to be inserted] " , . 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin i"rration. Qo not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt c:mj short ~ 1-t 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, fJrvtective fdyewear,;;, j":...ol':. 
and a dust/mist filtering respirator meeting NIOSH standards of at least N-95, R-35, or P- _7""" 
95 when handling this product Repeated exposure to high concentr8!i0rts of misrobial ~<r;., 
proteins ca_!}-cause allergic sensitization. Harmful if absorbed through skin, i;lhalcd or g~ 
swallowed. Avoid breathing dust Wash thoroughly with soap and water after handling and ~~ 
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before eating, drinking, chewing gum, using tobacco or using the toilet. Remove and wash 
contaminated clothing before reuse. v"' 

FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently wrth water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air . 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. 

• Do not give anvthin!l by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

Page 2 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSiCAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95° F 
(35°C), and use wrthin one year. Do not freeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 

[Note to reviewer: This product is sold in large plastic bags contained in cardboard 
frames.] 

Page4 
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TAEGRO® Technical 

For manufacturing purposes only 

ACTIVE INGREDIENT: Bacillus subtilis var. amy/o/iquefaciens Strain FZB24• .. 
OTHER INGREDIENTS ......................................................................... . 

%w/w 
. .... 87.8% 
..... 12.2% 

Total ........................................................................................... . ...................... ....... 100.0% 

*Contains 5.0 x 1011 Colony Forming Units (CFU)/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[this statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally 100 to 500 lbs.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-888-7 44-5662 

EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-001 
Made in the U.S.A. 

Batch code and Expiry Date: [Batch code and expiry date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye injury. Causes skin irritation. Cc not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleevell shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, r:;rctective eyewaar, 
and a dust/mist filtering respirator meeting NIOSH standards of at least Nc35, R-95, ~r P-
95 when handling this product. Repeated exposure to high concentrations of microbial 
proteins can cause allergic sensitization. Harmful if absorbed through skin, inhaled or 
swallowed. Avoid breathing dust. Wash thoroughly with soap and water after hanal;,,y and 
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before eating, drinking, chewing gum, using tobacco or using the toilet. Remove and wash 
contaminated clothing before reuse. 

FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then ·~ontinue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

• Call a Poison Control Center or doctor immediately for treatment 
advice. 

IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 

• Do not induce vomiting unless told to do so by the poison control 
center or doctor. 

• Do not Qive anvthing by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 
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ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority had been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 

For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to fonmulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 
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STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Store at room temperature, but do not exceed 95' F 
(35'C), and use within one year. Do notfreeze. Close opened packages tightly. 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill this container. 

Completely empty bag into formulation equipment. Then offer for recycling if available, or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. 

[Note to reviewer: This product is sold in large plastic bags contained in cardboard 
frames.] 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on /~ 3- I I 

Document Part Of: 70/ :< 7-~ 
MRID, If Any: !/03117 

Content Screen: Recommended to 
Ji>~Fail 

·--------1 86-5 Review: /!asse<!fFailed/NA 

Document returned to: 
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PRIA 2 - 21 Day Content Screen Review Worksheet 
(EP AJOPP Use Only) 

3123/09 
21 DayScreenStartDate: I Z -/3- to t?<l<""c JJ,-jf-,_ 
Experts In-Processing Signature: tnf l.fr,tpz1A6'To,.; Date /2-11-/0 Fee Paid: Yes/ 
Division management contacted on issues No Yes Date------

EPA Reg. Number: 7aiz7-G EPA Receipt Date: 12__-/f,-/(J 
Items for Review Yes No NIA* 

1 
Application Form (EPA Form 8570-l)(link to fom1) signed & complete )\ including package type 

Confidential Statement of Formula all boxes completed, form signed, and x I dated (EPA Form A) (Link to form) 
2 a) All inerts (link to http://www.epa.gov/opprdOOl/inerts/), yes no 

including fragrances, approved for the proposed uses (see )( I . Footnote A) . 

3 
Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) >< 
Certificate and data matrix consistent :X 
If applicant is relying on data that are compensable, is the offer yes no --
to pay statement included. (see Footnote B) 

I If is there a letter of 1 for use only. 
Formulator's ~(EPA Form 27!_ (Link to fonn) 

4 completed and signed (N/ A if source is urrregistered or owns the x 
Data Matrix (EPA Form 8570-35) (Link to fonn) both internal and external 

)( copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 

5 
yes no ":: '. ·.·· ... 

a) Selective Method (Fee ; use) X 
.-_·, .:· 

~,~';]';;;, b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) .< . .. . 

5 Copies of Label (link to httu://www.eua.gov/onnfeadl/labelim!llrm/) 
6 (Electronic labels on CD are encouraged and guidance is available)( link to X http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels 

I l 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) )( 
Notice of Filing (link to 

8 httu://WWW,CI!3.gOV/(!CSticides/regulatingLtolerance J.!Cfitions.htm) included 

~ with petitions (link to 
http://www.epa.2ov/pesticldes/re2ulatin2/tolerances.htm) 

9 
If applicable for conventional applications, reduced risk rationale (link to 

X http://www.epa.gov/opprdOOl/workplan!reducedrisk.htmi) 

Required Data (link to 
h ttQ :I lll'ww .eua. gov /uesticides/regulatingL data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

fSlDC\i tS fUSS Ui o (p - 6 11: Vi WJ 
!nuts CLppn:Ned -fu\ {Dw u_w Ltneltr 40 tFlJ1il CiJ.O, pntNL'U,'Ult 

* N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.epa.gov/opprdOOl/inerts/lists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www.epa.gov/oppbppdl!biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://\VWW.epa.gov/opprdOOl/inerts/tips.pdt] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier ofthe 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

buring the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee ofthe category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses;.or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day con~ent review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelhng or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss hannonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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November 30, 2010 

Dr. Sheryl Reilly, Branch Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs, U.S. EPA (7504P) 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Exponent 
1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC 20036 

telephone 202-772-4900 

facsimile 202-772-4979 
www.exponent.com 

RE: Submission of a 90-day Amendment for a revised CSF, Label, and Manufacturing 
Process for Tacgro Technical (EPA Registration No. 70127-6) 

Dear Dr. Reilly: 

On behalf ofNovozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA 
Company Number 70 127), Exponent is submitting an amended basic Confidential Statement of 
Formula (CSF) and product label, amended manufacturing process and a interim storage stability 
study for the product Taegro Technical, (EPA Registration No. 70 127-6), containing the active 
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The following items are 
enclosed in support of this 90-day amendment 

• Transmittal Document; 
• Application for Registration (EPA Form 8570-1); 
• Revised Basic Confidential Statement of Formula (2 copies); 
• Copy of Previously Approved Basic Confidential Statement ofFonnula. 
• Data Matrix (Public and Private versions); 
• Certification with Respect to Data Citation (EPA Form 8570-34); 
• Five copies of the revised master label (one with changes highlighted); 
• Amended manufacturing process; and 
• Interim storage stability study. 

The manufactming process for Taegro Technical has been amended in three specific places and 
these amendments are described in detail in the enclosed "Amended Description of Beginning 
Materials and Manufacturing Process for Taegro Technical (70127-6)." Novozymes initiated 
this change in the manufacturing process because the new process is more efficient and allows 
for more material to be manufactured at one time. Novozymes has amended the fermentation 
medium, changed the drying process used in the production process, and amended the certified 
limits for the product. 
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Dr. Sheryl Reilly 
November 30, 20 I 0 
Page 2 

These changes and their impact on Taegro Technical and the final end-use product, Taegro (EPA 
Registration No. 70127-5) are explained in the confidential section of the Amended Description 
of Beginning Materials and Manufacturing Process. 

In addition to the revised manufacturing process, a new storage stability study is being conducted 
to demonstrate that the change in the manufacturing process has not affected the stability of the 
product. The study is on-going, however, Novozyrnes is submitting an interim report at this 
time, showing that there is no affect on the stability of Taegro Technical under the new 
manufacturing process. 

The product label and CSF have been revised to reflect the changes made in the manufacturing 
process. The percent by weight of the active ingredient has been revised on the label and CSF, 
however, the nominal activity of the active ingredient, as expressed in colony forming units 
(CFUs)/grarn, has not changed. Novozymes has slightly revised the upper and lower limits. 
This new Basic CSF dated November 19,2010 will supersede the previous Basic CSF on file 
with the Agency. 

Novozymes has conducted a new five-batch analysis, as required on the most recent stamped 
approved label for Taegro Technical, dated January 22, 2010. This 5-batch analysis study is 
being submitted under separate cover in response to the registration requirement, and the 
information in this study confirms that the revised process meets the specifications on the new 
CSF submitted here. 

Should you have any questions regarding this submission, please contact me via telephone at 
202-772A916 or via email at cdaniels@exponent.com. 

Sincerely, 

.. '"' 
I ",_ '· 

_/ ~_..,z./-._.·v~~/v--z. __ ;:\""""""' 
Carrie Daniels 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
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TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 
Salem, VA24153 

CONTACT PERSON (Return to) 

Carrie Daniels 
Exponent, Inc. 
1150 Connecticut Ave., N.W. 
Suite 1100 
Washington, DC 20036 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

Submission of a 90-day amendment for a revised CSF, Label, Manufacturing Process, and 
Stability Study forTaegro Technical (EPA Registration No 70127-6). 

SUBMITTAL DATE: 

November 30,2010 

Volume Study Title MR!DNo. 
I Administrative Package 
2 Amended Description of Beginning Materials and Manufacturing 

Process for Taegro Technical (70127-6) 
·---

3 Interim Storage Stability Study for Taegro Technical (70127-6) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 7, 2010 

EXPONENT, INC. 
NOVOZYMES BIOLOGICALS, INC. 
1150 CONN., AVE., N.W., SUITE 1100 
WASHINGTON, DC 20036-

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of 01-DEC-1 0. Our staff has completed a preliminary 
analysis of the material. The results are provided as follows: 

Your submittal was found to be in full compliance -with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. If you have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 13, 2010 

OPP Decision Number: D-443036 
EPA File Symbol or Registration Nmnber: 70127-6 
Product Name: TAEGRO TECHNICAL 
EPA Receipt Date: 01-Dec-2010 
EPA Company Number: 70127 
Company Name: NOVOZYMES BIOLOGICALS, INC. 

CARRJE DANIELS 
EXPONENT, INC. 
NOVOZYMES BIOLOGICALS, INC. 
1150 CONN., AVE., N.W., SUITE 1100 
WASHINGTON, DC 20036-

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B680 

AMENDMENT;NON-F AST TRACK;MICROBIALIBIOCHEMICAL; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 305-7973. 

Sincerely, Cl 
/;") I fA..eMJ... '>-lxL--

Front End Processing Staff 
Information Technology & Resources Management Division 
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Subject . 
Pay.Gov Payment Confirmatron 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Your transaction has been successfully completed. 

Transaction summary 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 2522H2GN 
Agency Tracking ID: 74157951512 

Account Holder Name: Dean Thome 
Transaction Type: Sale 
Transaction Amount: $4,631.00 
Billing Address: 3935 Thatcher Avenue 
City: saskatoon 
State/Province: Saskatchewan 
Zip/Postal Code: S7RlA3 
Country: CAN 
Card Type: Master Card 
Card Number: ************6294 
Transaction Date: Dec 7, 2010 2:26:11 PM 

Decision Number: 
Registration Number: 70127-6 
Company Name: Novozymes Biologicals Inc 
Company Number: 70127 
Action Code: 8680 

-----Message from "DNTM (Dean Thome)" <DNTM@novozymes.com> on Mon, 13 Dec 2010 07:38:37 
-0800 -----

'
1Carrie Daniels 11 

To: d . 1@ <c ame s exponent.com> 
Subject . 

. FW: Pay.Gov Payment Confrrmatton 

-----Original Message-----
From: paygovadmin®mail.doc.twai.gov [mailto:paygovadmin@mail.doc.twai.gov] 
sent: Tuesday, December 07, 2010 1:23 PM 
To: DNTM (Dean Thome) 
Subject: Pay.Gov Payment Confirmation 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Your transaction has been successfully completed. 

Transaction summary 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 2522H24C 
Agency Tracking ID: 74157951117 

Account Holder Name: Dean Thome 
Transaction Type: Sale 
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Transaction Amount: $4,631.00 
Billing Address: 3935 Thatcher Avenue 
City: Saskatoon 
State/Province: Saskatchewan 
Zip/Postal Code: S7RlA3 
Country: CAN 
Card Type: Master Card 
Card Number: ************6294 
Transaction Date: Dec 7, 2010 2:23:12 PM 

Decision Number: 
Registration Number: 70127-5 
Company Name: Novozymes Biologicals Inc 
Company Number: 70127 
Action Code: B680 
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RE: RESPONSE REQUIRED BY 12/15/10: Proof of PRIA fee payment 
required for amendments to EPA registration numbers 70127-5 (Taegro) and 
70127-6 (Taegro Technical) 
Carrie Daniels to: Teresa Downs 12/13/2010 10:43 AM 

Dear Ms. Downs, 

Attached are the 
indicated below. 
contact me. 

Sincerely, 
Carrie Daniels 

receipts for Novozymes' payment 
Should you have any questions, 

Managing Regulatory Consultant 
Exponent, Inc. 
Tel. 202.772.4916 
cdaniels@exponent.com 

----~Original Message-----

of the 
please 

two PRIA fees 
do not hesitate 

From: Downs.Teresa®epamail.epa.gov [mailto:Downs.Teresa@epamail.epa.gov] 
Sent: TUesday, December 07, 2010 12:27 PM 
To: carrie Daniels 

to 

Subject: RESPONSE REQUIRED BY 12/15/10: Proof of PRIA fee payment required for 
amendments to EPA registration numbers 70127-5 (Taegro) and 70127-6 {Taegro 
Technical) 

Dear Ms. Daniels: 

The Biopesticide Division's PRIA team has identified both of the above actions 
as subject to action code B680. Please email me a separate pay.gov receipt or 
a copy of a separate check in the amount of $4,631 as proof of fee payment for 
each action. 

Section 33{B} {2{D) of the Federal Insecticide, Fungicide, and Rodenticide Act 
{FIFRA), as amended by the Pesticide Registration Improvement Renewal Act, 
provides that the fee is due upon submission of the application. We received 
these actions on 12/1/10. If proof of fee payment is not received by COB on 
12/15/10, then we will reject these actions for non-payment of the PRIA fee 
and send you an invoice for 
$2,316 {25% of the $4,631 fee x 2 actions). The Agency is required to collect 
a minimum of 25% of the applicable fee even if an application is rejected. If 
you do not pay the invoice by the date specified therein, then the fees will 
be treated as a claim of the United States Government subject to subchapter II 
of chapter 37 of title 31, United States Code. 

If you have questions about the assignment of the above action code, please 
contact Brian Steinwand at {703)305-7973. 

I have included below some basic payment and small business fee waiver 
information from our website. For further information, please see: 
http:j/www.epa.gov/pesticides/regulating/fees/index.htm 

ONLINE PAYMENT 
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To submit a payment on-line, visit www.pay.gov. From the pay.gov home 
page, under "Find Public Forms": 

Payment prior to and at application 
select "search by form name"; 
on the A-Z Index of Forms page, select "P"; 
from the list of forms on the first page, select "Pesticide 

Registration Act - Prepayment"; 
complete the form entering the PRIA fee category and fee; 
keep a copy of the pay.gov acknowledgement of payment and attach 

a 
copy to the front of the application to assure that EPA can match the 
application with the payment; and 

submit the application. 

PAYMENT BY CHECK 

The Agency has established procedures for the submission of checks via 
certified mail, registered mail, or courier service. checks should be 
made payable to USEPA or Environmental Protection Agency. 

Note: Received checks will be converted into an electronic funds 
transfer (EFT) . This means we will copy your check and use the account 
information on it to electronically debit your account for the amount 
of the check. The debit from your account will usually occur within 24 
hours, and will be shown on your regular account statement. 

You will not receive your original check back. We will destroy your 
original check, but we will keep the copy of it. If the EFT cannot be 
processed for technical reasons, you authorize us to process the copy 
in place of your original check. If the EFT cannot be completed 
because of insufficient funds, we may try to make the transfer up to 
two times. 

Checks may be sent: 
1--------------------------------------+-------------------------------l 
!By USPS Mail: !By courier: I 
1--------------------------------------+-------------------------------l 
ru.s. Environmental Protection Agency ru.s. Bank I 
I washington Finance center I Government Lockbox 979074 I 
I FIFRA Service Fees I 1005 Convention Plaza I 
I P.O. Box 979074 I SL-MO-C2-GL I 
I St. Louis, MO 63197-9000 I St. Louis, MO 63197 I 
1 1 (314) 418-499o 1 
1--------------------------------------+-------------------------------l 

Guidance on Small Business Waivers 

1. Under what circumstances is a small business eligible for a fee 
waiver? 
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An applicant that meets the definition of a small business is eligible 
for a fifty percent (SO%} waiver of the pesticide registration service 
fee. A small business means a corporation, partnership, or 
un-incorporated business that has 500 or fewer employees and during 
the 3-year period prior to the most recent maintenance fee billing 
cycle, has an average annual global gross revenue from pesticides that 
did not exceed $60 million (including any such revenue from all of its 
affiliates}. In addition, a small business that has average annual 
global gross revenues from pesticides of less than $10 million 
(including any such revenue from all of its affiliates} over the past 
3-year maintenance fee billing cycle at the time of the application is 
eligible for a 75% waiver of the pesticide registration service fee. 

2. What is the previous "maintenance fee billing cycle" referred to in 
the statute? 

The "maintenance fee billing cycle 11 is a yearly cycle commencing on 
January 15th. Therefore, the relevant time periods for measuring 
whether an applicant meets the definition of a small business are the 
applicant's three fiscal years preceding the January 15th of the year 
in which the application is received. 

3. What are affiliates of an applicant for purposes of requesting a 
small business fee waiver? 

Affiliates include direct and indirect subsidiary and parent entities 
of the applicant as well as entities that are controlled directly or 
indirectly by the owner(s} or any parent entity of the applicant. In 
addition, two unrelated entities are affiliates if they are both owned 
or controlled by the same entity or person. Specifically, business 
entities are affiliates of each other if, directly or indirectly, 
either entity controls or has the power to control the other entity, 
or a third entity controls or has the power to control both entities. 
Indicia of control include interlocking management or ownership, 
identify of interests among family members, shared facilities and 
equipment, and common use of employees. Accordingly, control is not 
limited to voting control over another entity. 

4. What information should I include in my request for a fee waiver as 
a small business? 

The request should be in writing and include the following 
information: 

The company name and company number assigned by OPP to the 
applicant, the official mailing address under FIFRA, the telephone number and 
e-mail or fax number of the contact person regarding the fee waiver or 
reduction request. 

A certification signed by a responsible officer that the 
documentation submitted to support the waiver or reduction request is true, 
complete, and correct. 

An ownership structure chart depicting the relationship of the 
applicant to subsidiaries and parent entities that are directly or indirectly 
controlled by the owner(s} or any parent entity of the applicant, if 
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appropriate. If the applicant does not have a parent entity, the percentage 
ownership interest of the direct and indirect 
owner(s) or shareholders of the applicant should be disclosed. If the 
applicant does not have a parent entity, the percentage ownership interest of 
the direct and indirect owner(s) or shareholders of the applicant should be 
disclosed. If the applicant does have a parent company (or companies), the 
ownership of the ultimate parent entity should also be disclosed. 

A narrative or explanatory information, if appropriate, 
addressing 
whether related entities are affiliates. 

A narrative or explanatory information, if appropriate, 
explaining 
how the applicant differentiated its global gross receipts from pesticides 
from other revenue and how such revenue was calculated, both for the applicant 
and for any affiliates. The rationale should explain what types of revenues 
have been excluded. 

Appropriate supporting documentation demonstrating that the 
criteria for the waiver or reduction from the registration service fee are 
met. 

Voluntary Small Business Waiver Form PDF (1 p, 29 kb, About PDF) 
{Embedded image moved to file: picll855.jpg)-- A workgroup comprising 
representatives of registrant companies and trade associations 
designed a form for assisting pesticide registrants when they submit 
small business waiver requests under the Pesticide Registration 
Improvement Act. EPA staff provided input to the process. Use of the 
form is voluntary and information submitted using the forms will be 
accepted by the Agency. Other formats that meet the requirements of 
the statute will be acceptable to the Agency as well. 

5. What information is required for certification for a fee waiver? 
A certification should include: 

1. information on business identification; 
2. information regarding the number of employees of the 

applicant; 
3. information regarding the ownership of the applicant and 

affiliated entities; 
4. information regarding the global gross revenue from 

pesticides 
(of the applicant as well as any affiliates); and 

5. a certification statement signed by a responsible officer 
that 

the information provided is true, complete, and correct. 

Sincerely, 

Teresa Downs 
Information Services Branch 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
phone: (703)305-5363 
fax: (703) 305-7670 
www.epa.gov/pesticides 

----- Message from <paygovadmin@mail.doc.twai.gov> on Tue, 7 Dec 2010 11:26:11 -0800 ----­

"Carrie Daniels" 
To: d . I@ <c arne s exponent.com> 
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!Fee for Service! 
/ 
{8866054-

This package includes the following 

0 New Registration 

I @Amendment 

[ ~Studies? ° Fee Waiver? 
v 

L 0 volpay % Reduction: _j 

for Division 

0 AD 
@BPPD 
0 RD 

RiskMgr. ~ 

Receipt No. s-1 886605 I 
EPA File Symbol/Reg. No. I 70127-6 I 

Ln-Punch Date: I 12/1/2010 I 
D This item is NOT subject to FFS action. 
~--rumon Co®; jlP_a_re_n_V-:-:C:--h-il_d_D_e_c_is-io-n-s~: I 

Requested: I 1 

i 

~-====~ I 
Granted: I J:,t,f(O 

Amount Due: $ if,&3{ 

o Inert Cleared for Intended Use 0 

Reviewer: :S ~ ~ 
Remarks: 

&; . ~~ ft.;.~ ~w ~1}­
:>b ;Jii 11~r ~ ~ 

f)'{' ~ ~ t:~ ;:, J rl 

Uncleared Inert in Product 

Date: ;l(l:,(tc> 
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r ves -r. NO! 

II< AfP!\
0
'!\!' ~;~,~~~~$r~~iOL00~$J~L---!'J•"'•W•_; ves r N~ 

~Too_ 
Product Name: 

~pplk""'m ''"'" J3o-Nov-201 0 

Jii-Dec-201 0 

FFS D"' DSte: 

--_op?-rQrgetOate:- -~----

riist rwe2_ r 
--- ''f{e~iPt DescriPtion: 

I!d} OPP Ree'yd Date: Jl1·Dec-201 o 
t!£11 RiS'k Manager Send Date: 

Negotiat-ed Due Date: 

r 

ubmission of a 90-day amendment to revise CSF and label 

Enter More Information 

Tracking 

ViewJEd!t 
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Please read fnstructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval expires 05·31-98 

United States Q_Registration OPP Identifier Number 

EPA Environmental Protection Agency [gj_Amendment 
washington, DC 20460 Oother 

Application for Pesticide -Section I 
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

70127-6 Shervl Reillv 
4. Company/Product (Name) PM# BPPD C8']None 0Restticb!!d Noyi):cy.mes Bloloi_!icals, Inc. f T;l,t:gro Technical 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance wah FIFRA Section 3(c)(3)(b)(l), my 
product is similar or identical in composalon and labeling to: 

Novozymes Biologicals, Inc. EPA Reg. No. 
5400 Corporate Circle 
Salem. Virginia 24tS3 

Product Name 

D Check if I his fs a new address 

Section II 

[Sj Amendment- Explain below. 0 Final printed labels in response to Agency letter dated XX-XX-XX 

0 Resubm:ssion in response to Agency Jetter dated 0 "Me Too" Application 

0 Notification -Explain below. I 0 Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For section t and Section II.) 
Submission of a 90-day amendment to revise the CSF and Label for Taegro Technical and to submit a new Manufacturing Process. 

Section Ill 
t. Material This ProductWiU Be Packaged tn: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

Oves· Oves R"' 0Metal 

0No 0 No No 0PJastic 
If "Yes" No. per If "Yes" No. per 0Giass 

•Certification must Unit Packaging wgt. Container Packagewgt. Container 
0Paper 

be submitted I I EJ~her (Specify; riJ;.t;~ Bag 

3. Location of Net Contents Information 4. Slze(s) Reta:l Container 5. Location of Label Directio>v 

0Label D Container Don can 
Don labf!:inn _<tr.companyin£' product 

6. Manner in Which Label is Affrxed to Product b:Jlithograph Uother 

0Paper glued 

Ostencited 

Section IV 
t. Contact Point (Complete rtems directlv bG/ow for identiflcafion offndivfdua/ to bo contacted, ff nocessaN. to orocess th/$ app/fcat/an_-, 

Name Title Telephone No. (Include Area Code) 

Carrie Daniels Authorized Representative 202--77.~-4(}16 

Certification 6. Date Application 
1 certify that the statements I have made on this form and all anachments thereto are true, accurate and complete. I Received 
acknowledge that any knowingly fa:se or misleading statement may be punishable by fine or imprisonment or both (Stamped) 
under jij)j J!cable Jaw. 

2. Signa~ re {) 3. nue 

sv 1 Jo, -( ~ Regulatory Affairs Manager, Novozymes Biologicals. inc. 
,')lM-r'(\.. 

4. Typed Name: Dean Thome 5. Date: November 30, 2010 
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483119.00 

Exponent 

EXponent' 1150 Connecticut AvenEie, NW 
Suite 1100 

November 30,2010 

Dr. Sheryl Reilly, Branch Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs, U.S. EPA (7504P) 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Washington, DC 20036 

telephone 202-77:.>-.~-900 
facsimile 202-772-4979 
www.exponcnt.com 

RE: Submission of a 90-day Amendment for a revised CSF, Labelt and Manufacturing 
Process for Taegro Technical (EPA Registration No. 70127-6) 

Dear Dr. Reilly: 

On behalf ofNovozymes Biologicals, Inc. (5400 Corporate Circle, Salem, Virginia 24153, EPA 
Company Number 70127), Exponent is submitting an amended basic Confidential Statement of 
Formula (CSF) and product label, amended manufacturing process and a interim storage stability 
study for the product Taegro Technical, (EPA Registration No. 70 127-6), containing the active 
ingredient Bacillus subtilis var. amyloliquefacies Strain FZB24. The follovv:ing items are 
enclosed in support of this 90-day amendment: 

• Transmittal Document; 
• Application for Registration (EPA Form 8570-1); 
• Revised Basic Confidential Statement of Formula (2 copies); 
• Copy of Previously Approved Basic Confidential Statement ofFormulu~', ~ 

• Data Matrix (Public and Private versions); '' ,_' 
• Certification with Respect to Data Citation (EPA Form 8570-34); , , , 
• Five copies of the revised master label (one with changes highlighted); 
• Amended manufacturing process; and 
• Interim storage stability study. 

The manufacturing process for Taegro Technical has been amended in three specific places and 
these amendments are described in detail in the enclosed "Amended Description of Beginning 
Materials and Manufacturing Process for Taegro Technical (70127-6)." Novozymes initiated 
this change in the manufacturing process because the new process is more efficient and allows 
for more material to be manufactured at one time. Novozymes has amended the fermentation 
medium, changed the drying process used in the production process, and amended the certified 
limits for the product. 
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Dr. Sheryl Reilly 
November 30, 2010 
Page 2 

These changes and their impact on Taegro Technical and the final end-use product, Taegro (EPA 
Registration No. 70127-5) are explained in the confidential section of the Amended Description 
of Beginning Materials and Manufacturing Process. 

In addition to the revised manufacturing process, a new storage stability study is being conducted 
to demonstrate that the change in the manufacturing process has not affected the stability of the 
product. The study is on-going, however, Novozymes is submitting an interim report at this 
time, showing that there is no affect on the stability ofTaegro Technical under the new 
manufacturing process. 

The product label and CSF have been revised to reflect the changes made in the manufacturing 
process. The percent by weight of the active ingredient has been revised on the label and CSF, 
however, the nominal activity of the active ingredient, as expressed in colony forming units 
(CFUs)/gram, has not changed. Novozymes has slightly revised the upper and lower limits. 
This new Basic CSF dated November 19, 20 I 0 will supersede the previous Basic CSF on file 
with the Agency. 

Novozymes has conducted a new five-batch analysis, as required on the most recent stamped 
approved label for Taegro Technical, dated January 22,2010. This 5-batch analysis study is 
being submitted under separate cover in response to the registration requirement, and the 
information in this study confirms that the revised process meets the specifications on the new 
CSF submitted here. 

Should you have any questions regarding this submission, please contact me via telephone at 
202-772-4916 or via email at cdaniels@exponent.com. 

Sincerely, 
'~~ 

__,u.A./~~~ 
carrie Daniels 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures 

cc: Dean Thome, Novozymes Biologicals, Inc. 
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TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 
Salem, VA 24153 

CONTACT PERSON (Return to) 

Carrie Daniels 
Exponent, Inc. 
1150 Connecticut Ave., N.W. 
Suite 1100 
Washington, DC 20036 

REGULATORY ACTION SuPPORTED BY THIS PACKAGE: 

Submission of a 90-day amendment for a revised CSF, Label, Manufacturing Process, and 
Stability Study for Taegro Technical (EPA Registration No 70127-6). 

SUBMITTAL DATE: 

November 30,2010 

""''-
Volume Study Title MRIDNo. 

(-"C---.!; 

Administrative Package 1 . • . " 
2 Amended Description of Beginning Materials and Manufacturing< , .. 48311901 

Process for Taegro Technical (70127-6) · ' < ~ ' 

3 Interim Storage Stability Study for Taegro Technical (70127-6) 
(-' • c "' 4B3iYeo; • . 

··c• ' ~ ,_ 
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Focm, 

......... UNITED STATES ENVIRONMENTAL PROTECTION AGENCY \~) 1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Reduction Atr Notice- Th: publit reponing burden for this collection of infonnation is esrimated to ave!llge 1.25 hours per response for registrlltion 
arull . per respo11se for rereg1ru<Hion and special review activities, including time for reading the insln!Ctions and completing the necessary fonns. Send 
comments regarding bW'den est1mate or any other aspect of this CQllection of infonnat!on, ii!Ciuding suggestions for reducing the bo.lrdcn to· Otrecror, Collection 
Slnltegies Divisioo (2822T}, U.S. Environmental Protection Agency,t200 Pennsylvan~ Avemre, N.W., Washmgton, 0C 20460. Do nor send the completed fonn 
ro this addre:os 

Certification with D• Citation of Data 

AppUcant'sJRegi&lrant's Name, Address. and Tele.ohOfle Number EPA Registration Number/File Symbol 
i l,lnc.54001 , . ' 70127-6 

· Aclive lnaredienlfs) and/or reoresentative test comooundls) Date 
I ssubtitis· . I I I 1 r/3Drt0 

General Use Pattemls) /list aN those claimed forth is Droduct usin.o 40 CFR Part t58) Product Name 

' food use and non-food use ; ' 
N~TE: If your product Is a 1 00% !he same uses on your label, you do not need to 

' Yoo ' \FO~! 

0 I am responding loa Data-caM-In Notice, and have lnell.lded with this form a list of companies sent offers of compensation (the Data Matlix form should 
be used for this purpose). 

SECTION 1: METHOD OF DATA 

0 I am using the cite-aJI method of support, and have Included w~h this form 
0 

I am uslr19 the selective method of support (or cite-all option 
a f1st of companies sent offers of compensation (the Data Matrix form under !he selective method), and have included with this foon a 
should be used for this purpose). completed list ot data requirements (lhe Data Matrix form must be 

""''· 
SECTION II: GENERAL OFFER TO PAY 

{Required if using the cije-all method or when using the cite-all option under the selective method to satisfj one or more data requirements) 

0 I hereby offer and agree to pay compensation, lo other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

' ; ; ; ; ; ; or !his Data-CaD· In response is supported by all data submitted or cited in the 

' , response. In addition, if the cite-all option or cite-all oplion Ullderlhe selective melhod is 
; 

~"' ~~~~ by all data in the Agency's files that (t) concern the properties or effects ofth:S product or an identical or 
or more of the ingredients in this product; and (2) is a type of data !hat would be required to be submitted under !he daJa 

; on the elate of approval of this application ilthe application sought !he initial registration of a product of identical orsimilarcomposition and 

""''· 
I certify that for each exclusive use study cited in suppon of !hi$ registration or reregistration, that I am the orlginill dala submitter orthatlllave obla!ned 
permission of the original data submitter to cUe that stll(!y. 

I certify that for each study cited In support of !his registration orrefe91Stratlon that is not an exclusive use study, eHher: (a) I am the original data 
submitter; (b) I have oOlained the permission of the original data submitter to use the study m support of this application: (c) aD periods of eligi:..ilityfo. 
compensation have expired for the 5tudy: {d) the study Is in the public ~terature; or (e) I have no~fied in writing the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1XFJ and! or 3{c)(2)(8) of FIFRA; and (i) to commence negotiations to determine the 
amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in aD instances where an offer of compensation is required, copies of all offers to pay compensation u~:l 1rMcr.::e oflheirde~very in 
accordance with sections 3(c)(t)(F) and/or 3(c)(2XBJ of FIFRA are available and Will be submitted to the Agency upon reque~t. SnoUid I faillo ~t·-:.e such 
eVidence to the Agency upon mquest. I understand that the Agency may ini~ate action lo deny. cancel or suspend the registration of my produ...:tin C(ln\ormltywilh 
FIFRA. 

I certify that tho statements I have made on this form and all attachments to ltaro true, accurate, and corq~lcb. I aeknov.tedgo that any 

' $tlltomont may bo punishable by fine or imprisonment or both under apptlcable taw. 

I 
Signature A- ~ f'lqr-.v 

o,~ Typed or Printed Nume and Trtle 

t tt3012010 Dean Thome, Regulatory Affairs Manager 

PAl ' "'' ; 
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f- Appr<orO<I:OMU No.2D7f-Wiif 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
;,.& 401 M Street, S.W. 

WASHINGTON D.C. 20460 
P11pcrwork RWuclioR Act Notice: The public reporting burden for this eollectiO!l ofinfonnation is estrmated to average 0,25 hours per response for registration activities and 0.25 hours per response 
for reregistration and spocial review activities, including time for reading the instruction and completing the necessary fonns. Send comments regarding the but den cilimatc or any other aspect of this 
ccllcction of information, including suggestions for reducing the burden to Director OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.W., 
Washinatoo, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: November 30,2010 EPARe No.fFilcS mbol 7012.7..0 ,, I of4 
Applicant's/Rcgistrant's Name & Address l'toduct 
Novozymes Biologicals., Inc., 5400 Corporate Circle, Salem VA 24153 Tacyo Techmcal 
In redient Bacilhts s11blifts var am lot r1e Uclms Strain FZB24 
Guideline Reference Guideline Study Name MRID Number Submitter Status Note 
Numbet 
885.1100,885.1200 Description of Beginning Materials and Manufacturing Process for Taegto 

Technical (70127..6) 
New Submission Novozymes Biologicals., Inc. OWN 

885.1400 5 Batch Anal 'Sis forTac ro Technical (70127-6 Netv Submission Novoz mes Biolo icals, Inc. OWN 
830.6317 Stability Study for Taegro l"eehnical 70127·6) New Submission Novoz •mes Biologicals, Inc. OWN 
885.1100, 885.1500, Product Identification and Disclosure of Ingredients Bacillus subtilis var. 44758101 Novozymes Biologicals, Inc. OWN 

amyloliquefaciens Strain FZB24: TAE-022 Technical. TAE·WDG. 
885.1100,885.1200 Description of Beginning and Manufacturing Process Bacillus subtilis var. 

am)'lofiquefacicns Slrain FZB24: TAE-022 Technical, TAE·WDG 
44758102 Novozymes Hiologicals, Inc. OWN 

885.1300 Discussion of the Formation oflmpurilies Bacillus s!lblilis var. 44758103 Novozymes Biologicals, Inc. OWN 
amyloliqucfaciens Strain FZB24: TAE-022 Technical, TAE·WDG 

885.1400 Lot Analysis of Bacillus subtilis var. amyloliquefaciens Strain FZB24: 44758104 Novoz.ymes Biologicals, Inc. OWN 
TAE-022Technical, TAE-WDG: Lab Pro" eel Number. L08743 SN23 

885.1500 Certification of Ingredient Limits: TAE..-022 Technical, TAE-WDG 44758105 Novozymes Biologicals, Inc. OWN 
885.1100, 885.1200, Responses to Question Raised Regarding MRID Numbers 44758102, 44976001 
885.1300,885.1400, 44758103,44758104, and 44758105 TAE-022 Technical and WDG 
885.1500 Bacillus subtilis var. amylolit1uefacicns Strain f-ZB24 
830.6302, 830.6303, Determination of the Color, Physical State, Odor, pH, and DensitY of 44758106 Novozymes Biologicals, Inc. OWN 
830.6304, 83ps(300, Bacillus subtilis var. amyloliqucfacicns: TAE-022 Tc.ohnical, TAE·WDG: 
830.7000 L•b iect Number: 495C·IOI 
Signature Jlti,, t...; 11\, Name and Title "'" Dean Thome, Re.~:ulatorv AITairs Mana •cr 11/30120\0 
EM Fomti!S70.S} 11M I IOIO<!oblllc 3<>dl .,..,. "'""'" A"oibbl<. Submil ooiY Po--~·~- A2tA<Y rn1m10l U>t Con• 
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£ 

(870.1100) 

(870.1100) 

(87{l.J 200) 

(870.1200) 

(870.1300) 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

... var. 

44758111 Novozymcs 

Rats: 7dE,Gll 

Agcncy,401 M Strcet,S.W., 
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EPA fot'" $S70-1S J9.97J Uo<"«>nt< "d P•p« Vt>.,..,.. A>adablo. S•bm~ or&y P>p<L vmioo. Agtftt)'IKI<mal ll>t COfly 
I'WJK Ap~rn•·«< OM II N~. 1071·1011& 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
•.·~· 
""'-'0 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
i 

I'11~rwork Ucduction Aet No lice: The public reporting burden for this eollecJion ofinformallou is eslimrued 10 average 0.2S bours per n:sponse for registration acti~ities and 0.2S hours per response 
for 1eregiSJration and special review acti~itics, including time for reading the instruction and completing the nce!lSSary forms. SCitd comments regard•ng the burden estimate or any otlter aspect of this 
collcCJion of information, including suggtstions for reducing the burden to Direetcr: OPPE lnfo1ma1ion Management DiviSIOn (2137l U.S. En~ironmentat Protection Agency. 401 M Street, S.W., 
Washin~oo. DC 20460. Do 1101 send tbc form to Jhis address. 

DATA MATRIX 
Date: November 30, 2010 EPA Re No.ifile S mbol 70127-6 Pa e3of4 
Applieant's!Rcgistnmt's Name & Addicss Product 
Novozymes Biologicals, Inc., 5400 Corporate Circle, Salem VA 24153 Taegro Tecbnical 

b1 rcdiem Bacillu& &llb/111~ rnr.a11 •loli ue aciens S/f'a/11 FZB24 
Guideline Reference Guideline Study Name MRIDNumber Submiuer Status N~c 

Number 
885.3200 Toxicity/Pathogenicity Testing ofBacill ussubti"lls var. amyloliquifaciens, 44758113 Novozymcs Biologicals, Inc. OWN 

Strain FZB24, Following Acute Intravenous Challenge ln Rats: TAE-022 
Technical, TAE·WOO: Lab Proie<:t Number: L08743 SN4. 

870.2400 Primary Eye lrrilalion Study of Bacillus subtilis var. am~oliquifaciens, 44758114 Novozymes Biologicals, Inc. OWN 
Strain FZB24, in Rabbits: TAE-022 Technical, TAE-WDG: Lab Project 
Number: L08743 SN6 

870.2400 Printary Eye Irritation Study of Bacillus subtilis var. amyloliquifaclens, 44758))5 Novozymes Biologicals, lnc. OWN 
Strain FZB24, WDG End Use Product in Rabbits: TAE-022 Technical, 
TAE-WOG: Lab Project Number: L08743 SNl I. 

885.3400 Hypersensitivity lncldents Reporl Bacillus subtilis var. amyloliquifaciens 44758ll6 Novozymcs Biologicals, lnc. OWN 
Strain FZB24: TAB-022 Technical, TAE-WDG. 

885.3400 Sensitivity ofl>etcction of Bacillus subtilis var. amyloliquifaciens, Strain 44758120 Novo?.ymes Biologicals, Inc. 
FZB24, for Toxicity/Pathogenicily Testing in Rats: TAI:..-022 Technical, 
TAE-WDG: Lab Project Number: L08743SNI. 

870.2600 Dennal Scnsitizalion Study of Bacillus subtilis var. amyll'liquifl'cif'r'l, 44758117 Novozymes Biologicals, Inc. OWN 
Strain FZB24 in Guinea Pigs Using the Buehler MethGd:'TAE-(•22 
Technical, TAE-WDG: Lab Pro"cct Number: LOS743 SN";_ 

NA '\ Potential Heallh Effects of Bacillus subtDis var. amylolh.juifaci¢us St<-ain 44758118 Novoz.ymes Biologicals, Inc. OWN 
FZ!324 A Review of Literature: TAE-022 Technical, TAE-WDG. 

Signature 
)a,._ ~ ~o_ 

Name and Title o., 
f Dean Thome, Regulalory Affairs Manager 111)00{)10 

- --"~"""""n71'>..><1 1 l'l..,.,rn..i• •M !>~ V•r<inn< Av.iil.U. ~,..,..,;, ""'• "-'""'~8" ......... , ....... , ....... _. 134



.~, 
o>m,.V,J. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

u.s. 

Bobwhite: TAE-022 Technical, TAE-

44758125 

per response 
any other aspect of this 

Agency,401 MStm:t,S.W. 
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,$, 
""''0\-

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

burden cslima[c or any 
Prole<:! ion Agency, 401 M 

136



~' "''~~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

burden 

per response 
the burden estimate or any other aspecl of this 

US Envuonmcnt~l Protection Agency, 4()1 M Street, S W., 
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M '"''d: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

u.s. Prot«:! ion Agency, 

Dean Thollk', f..egut..IOJY Affa;;s M:.na;er 
1 1 ~:IC£:). l !! y f( l '-' -- ! _ _ _ :_~_:.:,.~_L __ :_.:_j 

E~A Fom ~j"IQ~mo ..0 rope~ Vet ..... A .. ilo\olc So.Jbll".il only P•p..- ><WO" A-[MI....,., U« Co .. )' 

IIP0/2010 
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~@;; 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

and completing the necessary forms. Send 
OPPE Information Management Division (21 37) U.S. '" 

Name and Tdc- • · -- w- 1 Oate 

Dean TborM R<'guta•':lry l'ffair«_~r~-' _ j_ 1 t.·3~1HO 
At .. r;lfll<nt"\n 
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Memorandum 

Date: /.2 I O'i I 10 

To: __ pL_~,__I,_·_CJc:::;). _____ ,, Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: cg/fully accepted submission 
D partially accepted submission 
D rejected submission 
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MATERIAL TO BE ADDED TO JACKET 

REG #: 70127-6 

Description: Fast track label amendment I Registration notice correction 

if applicable, check all that are attached: 

cgJ new stamped accepted label (f) 
ro 

D 
::::l 

new CSF 0.. 
I"'T 

D 
0 

notification (") 
(f) 

D other: 
(") 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room {both loose paper 
and new material in jackets). This sheet will be imaged; a clear description will aid 
in finding the material in thee-jacket. Remove staples from all material. If 
returning loose paper then hold together with a binder or paper clip. CSFs should 
be placed in the CSF folder {if returning jacket) or covered with a red CBI sheet {if 
returning loose paper). Material to be returned to file room should be placed in the 
appropriate bin. 

Reviewer: Jeannine Kausch Date: 1/22/2010 

Phone: (703) 347-8920 Division: BPPD 
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UNITED ;0 -\TES ENVIRONMENTAL PROTECTION f -~NGY 

~\.,.f.O sr-'lr~ 
U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. 

p~~ 
Office of Pesticide Programs Number: Date oflssuance: 

Biopesticides and Pollution Prevention Division (751 IP) JAN 2 2 2010 < z - w 1200 Pennsylvania Avenue NW 70127-6 \ i Washington, DC 20460 
Tenn of 

~1LPRO't~ Issuance: Unconditional 

NOTICE OF PESTICIDE: Name of Pesticide Product: 

X Registration Taegro Technical 
Reregistration . 
(under FIFRA as amended) 

Name and Address of Registrant (include ZIP Code): 

Novozymes Biologicals, Incorporated 
5400 Corporate Circle 
Salem, VA 24153 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted 
to and accepted by the Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In.any 
correspondence on this product, always refer to the above EPA registration number. 

On the basis of infonnation furnished by tile registrant, the above named pesticide is hereby registered under the Federal 
Insecticide, Fungicide, and RodenticicJe Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to 
protect health and the environment, the Administrator, on her motion, may at any time suspend or cancel the registration 
of a pesticide in accordance with the Act. The acceptance of any name in connection with the registration of a product 
under this Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it has been 
covered by others. 

This registratiop does not eliminate the need for continual reassessment of the pesticide. If the EPA determines 
at any time, that additional data are required to maintain in effect an existing registration, the Agency wpl 
require submission of such data under section 3(c)(2)(B) ofFIFRA. 

This product is registered in accordance with FIFRA section 3(c)(5) and is subject to the following tenns and 
conditions: 

I. Submit a five-batch analysis from batches produced at the new manufacturing facility in Salem,· 
Virginia by February 15,2011 (in accordance with OPPTS Harmonized Guideline 885.1400). 

2. Submit two (2) copies of the fmal printed labeling before you release the product for shipment. 
Refer to the A-79 enclosure for further description of a final printed label. 

A stamped copy of the label is enclosed for your records. 
S•gnature 01 Approv.ng '"'"1: 

r Date: 

)lu l{c /U-f JAN 2 2 2010 

W. Micha'errvrcDavit, ':Jsociate Di)ector 'l 
Biopesticides and Pollution Prevention Divisi 

EPA Form 8570·6 
CONCURRENCES 

A 
>YMBOL ... 1 S" I lP 

/\ ' f/ ..................... ..................... ..................... ...................... ... JSL1,., ....... ..................... ..................... ..................... 
;uRNAME ... lt-A-w.S ~~ 

(/ • li ' ..................... ..................... ..................... . ..................... .,J.M-d\,.;-\ ..... ..................... ..................... ..................... 
)ATE ~ <>1/2.%./2-<>l'l:l ,f of,,. 

' OFFICIAL FILE COPY 
::PA Form 1320-1A (1/90) I Printed on Recycled Paper 

~ u.s. GovemmO!lt Printing office: Z005 206-899 (mnc) 
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UNIT' 1TATES ENVIRONMENTAL PROTECTIO 3ENCY 

Mr. Thomas Schreier JAN 2 2 2010 
Regulatory Affairs Manager 
Novozyrnes Biologicals, Incorporated 
5400 Corporate Circle 
Salem, VA 24153 

Re: Novozymes Biologicals, Incorporated; Taegro Technical 
EPA Registration No. 70127-6 
Registration Notice Correction Request I Minor Label ("Fast Track") Amendment 
Submissions dated 01/29/2008 and 08/03/2009 
Decisions #389764 and #418264 

Dear Mr. Schreier: 

The Agency has reviewed your request to amend the subject product registration, which 
included the following changes to the product label: 

I) Correction of minor formatting and typographical errors. 
2) Conversion of the product brand name from "TAE Technical" to "Taegro 

Technical." 
3) Removal of the Spanish signal word ("AVISO") and Spanish statement ("Si usted 

no entiende la etiqueta, busque a alguien para que se la explique a usted en 
detail e."), along with its associated English translation ("If you do not understand 
the label, find someone to explain it to you in detail."), as this product is not 
subject to the Worker Protection Standard. 

4) Addition of a referral statement should the Precautionary Statements occur on the 
container in a location other than the front panel. 

5) Adjustment of "Net Contents:" to "Net Weight:" given that the product is a dry 
formulation. 

6) Modification of the EPA Establishment Number from "70 127-V A-006" to 
"70 127-V A-0 1 0." 

7) Modification of the First Aid and Hazards to Humans and Domestic Animals 
statements so that they coincide with the toxicity categories obtained from the 
supporting data. 

8) Addition of manufacturing-use product specific statements to the Directions for 
Use. 

9) Revision of the Storage and Disposal statements, in accordance with Pesticide 
Registration (PR) Notices 2007A and 83-3, to match the product's specified 

CONCURRENCES 

SYMBOL ' ~ •••• f'.~!J.f. .......... ~ .. ?.·V·i~······ ····················· ..................... ····················· ····················· .......................................... . 
:~~:AME; ·~;·;::~:::~··· .},~~·:~··· ·················•·•· ••··················• ••·•················· ·•·•••••••••········· ............. , ............. , ........... , ... 

EPA Form 132D-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COPY 

"U.S. Govemmettl Printing Office; 2005 200---<1!19 (moe) 
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Mr. Thomas Schreier -2-
EPA Registration Number 70127-6 

In addition to the label amendment, you also requested a revised registration notice (J. 
Messina to S. Reilly; letter dated January 29, 2008) due to a mistake made on the Agency's part, 
which resulted in the incorrect application of particular conditions to this product in the notice of 
pesticide registration dated February 12, 2007. This processing error has been acknowledged and, 
accordingly, the Agency has corrected and is reissuing the registration notice for Taegro Technical. 

The changes referred to on the previous page, submitted in connection with registration under 
Section 3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), are acceptable 
provided that you: 

1) Submit two (2) copies of your final printed labeling before you release the 
product for shipment. Refer to the A-79 enclosure for a further description of a 
final printed label. 

Your release for shipment of the product bearing the amended labeling constitutes acceptance 
of this condition. If you have any questions, contact Jeannine Kausch at 703M347M8920 or by email 
at kausch.jeannine@epa.gov. 

The corrected registration notice and a stamped copy of the label are enclosed for your 
records. 

Enclosures (3): 
-Unconditional Registration Notice 
- A-79 Enclosure 
-Acceptable Label 

Sincerely, 

(\ -:1l .. !} ··t cJ f:t.--yL((( [,.J;f 
Sheryl K. Reilly, Ph.D., cJ!Jr 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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TAEGRO Technical 

For manufacturing purposes only 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amylo/iquefaciens Strain FZB24* ....................... 73.3% 
OTHER INGREDIENTS .......................................................................................................... 26.7% 
Total .................................................................................................................................... 1 OO.Oo/o 

'Contains 5.0 x 1011 Colony Forming Units [(CFU)]/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 

[See additional precautionary statements on the [side/back] panel] 
[This statement will be inserted if the label is printed on more than one sheet] 

Net weight: _____ [Actual value to be inserted, generally from 100 to 500 lb.] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle, Salem, VA 24153 
1-800-342-6173 
www. novozymes.com 

Made in U.S.A. 
EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-010 

Not for sale or use after: [Date to be inserted] 

ACCEPTED 
JAN 2 2 2010 

Under the Federal Insecticide, Fungicide, 
and Rodenticide Act, as amended, for 
the pesticide registered under 
EPA Reg. No. 7o!Z7- 6 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING- Causes substantial but temporary eye injury. Causes skin irritation. Do not 
get in eyes, on skin, or on clothing. Wear coveralls worn over short-sleeved shirt and short 
pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective eyewear, 
and a dust/mist filtering respirator meeting NIOSH standards of at least N-95, R-95, or P-
95 when handling this product. Repeated exposure to high concentrations of microbial 
proteins can cause allergic sensitization. Harmful if absorbed through skin, inhaled, or 
swallowed. Avoid breathing dust. Wash thoroughly with soap and water after handling and 
before eating, drinking, chewing gum, using tobacco, or using the toilet. Remove and 
wash contaminated clothing before reuse. 

070127-00006.20100121.TaegroTech Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: 

I 
• Move person to fresh air . 
• If person is not breathing, call 911 or an ambulance, then give 

artificial respiration, preferably mouth-to-mouth if possible. 
• Call a poison control center or doctor for further treatment 

advice. 
IF • Call a poison control center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomlting unless told to do so by the poison control 

center or doctor. 

• Do not Qive anythinQ by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or 
doctor, or going for treatment. You may also contact 1-800-222-1222 for emergency 
medical treatment information. 

ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authorlty has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 
For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

070127-00006.20100121.TaegroTech Page 2 
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DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 

For formulation into fungicide products intended for use in/on crops and ornamental 
plants. This product may be used to formulate products for additional uses not listed on 
the manufacturing-use product (MP) label if the formulator, user group, or grower has 
complied with US EPA data submission requirements regarding the support of such uses. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable Jaw, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage and disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Do not freeze or expose to temperatures above 
BOo F. Close opened containers tightly. Store in a cool, dry place and use within one year. I 

PESTICIDE DISPOSAL 
Wastes resulting from the use of this product must be disposed of on site or at an 
approved waste disposal facility. 

CONTAINER HANDLING 
Nonrefillable container. Do not reuse or refill container. 

Completely empty bag into formulation equipment. Then offer for recycling if available or 
dispose of empty bag in a sanitary landfill or by incineration or, if allowed by state and 
local authorities, by burning. If burned, stay out of smoke. · 

[Note to reviewer: The "Not for sale or use after (date)" is to serve as the batch code.] 
[Note to reviewer: This product is sold in large plastic bags contained in cardboard 
frames.] 

070127-00006.20100121.TaegroTech Page 3 
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ROUTING AND TRANSMITTAL SLit-' Date: 

01/22/2010 

TO: (Name, office symbol, room number, building, Agency) 

~Vi" 1/ '~ Sheryl Reilly -.,[ 
' ' 

Action File Note and 
Return 

Approval For C!eatance Poe 
Conversation 

As Requested For Cotreclion Prepare Reply 

Circulate For Your Information See Me 

Comment Investigate X Signature 

Coordination Justify X Concurtence 

REMARKS 

Fast track label amendment and registration notice correction 
forTaegro Technical (EPA Reg_ No_ 70127-6) 

**Please see the letter for a complete list of revisions made to 
this label during the course of the latest review. 

**Checklists associated with this action are also enclosed and 
can be found on the left-hand side of the folder. 

DO NOT use this form as a RECORD of approvals, concurrences, disposals, 
clearances, and similar actions. 

FROM: (Name, org. symbol, Agency!Posl) 

Jeannine Kausch 

Room No. 
Bldg. 

S-8931 
Phone No. 

(703) 347-
8920 
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l.abellleview 
File Symbol: ?ol2.7-6 Date: e.g;~ 2.ao'i Reviewer: .J', ~sc..H 

. . 
!Nbn;i'ooa ISitel\)se]. IR!'!> /A /Both 1 [.Food ~~i?th .. fl 

J b;>: '('l':i'V p- y. :_{YJ _,_J-p . 
·-- -----.' 

( JO~_,C~t~_gq~~~;J_ :r4g,¢raA· 3/~_t:Difrn:: 3 lfl.:criitd: ~ l!=yeJti;__z .. ti:lkirllrr. z.biiiVJ$!i!'rl~;:-. ' . . .~.- ... , ·"'·" ;, . . ] 

Label Requirement Acceptable Not Acceptable NIA Comments LRM3 
Recommendations 

Restricted Use Pesticide ---------- ---------- ----- Ch6 

Product Name X Pg 12·3 

Compny Name and Info y. Pg 15-1 

Identification Numbers )L Ch14 

Net Contents 
N•<.A "- \_.:-.f{ "'-"''.,,.,. Ch17 y. . , CA.rk ... ;~ 

Ingredients Statement y Ch5 

Label Claims Pgs 4-5,5-7 
y 11-10&Ch12 

Alternate Formula "' 5·12 

. 

P~.cautl<!n~,Y Slil_tol!len!S 
' . ' ,.- . -· ' ----. "'•'' 

Label Req1,1irement Acceptable Not N/A Comments LRM3 
Acceptable Recommendations 

KOROC 3·1 & 9 
y. 7-3 &4 

Signal Word 
sp-.;~ 1-. ~\-t;.,,... 

Ch3Ch7 
)" 

('H>f- /''><.-"- (.!, s..,.-1 
Ch 10 

Gener~l Heading Ch 7 
>PR~CAUTIONARY 
STATEMENTS" y 

First Aid (PRN 20001-1) 12-.. .......,...~.so· ... h-~ ·1 Ch3&7 '1- ¥ ..S.o~rc. 

Ha~rds to Humans 
. PP E- s pec..;f,·G. 

Ch 3, 7-3 
and Domestic Animals 

)( 

PP~ ('NPS) Ch7,Pg7-
Engineering Controls 12 

f. Pgs 10·4, 15 

User Safety Ch10 
Requirements '1-
.User Safety Ch10 
Recommendations )( 

Environmental Hazards· -,( Ch 8 

Physical and Chem icar Pg3-4 
Hazards y:_ Ch 9 149



Plnictio~tfotii~i ~c c ril' . Wp~· iii Sidle .•. eohd or··i·,;. ·J 
--.-

--·.: , .' .. "·· ........... ,. ,,J,f!IA ... xli ...... ·.R· • .•• ;IJ .. ·'"'~ ~.. . .. ·, , __ .... 
label Requirement Acceptable Not NIA Comments 

Acceptable Recommendations 

Header >Directions for 
Use"' 'f.-

Violation of Federal Law 
,.,.._ •>-jvsfr..-.f 

text '>< 

WPSText 
(PPE) '/-. 
Non-WPS Text x 
Storage and Disposal "-

, .. rJDti'£.e. '2.¢(17-'-f 

.. . 

, lllre~!itl~~ '"' UJ<f ( !i-'••.rt!i ~~~!t!~!!ons jl@ Jn~!fu~~~~l -- '.,, '~~ --- - -;-~-:- ·-'·' ·-- -- - -------------0 ··- -- ,,._ '" -, __ . •, ... -.. · ' . ., -.. --- . 
Label Requirement 

General Instructions and 
Sub-Header 

Chemigation I Prohibition 

RE1 

Label Requirement 

General Info. (non-site 
specifi~ iilfo_. on uses, pesJs, 
mixing, and loading, tank mixing, 

etc.) 

General Precautions and 
Restrictions 

Directions for Application 

Consistency with label 
instructions 

Not false or misleading 

Acceptable Not 
Acceptable 

y. 

Acceptable· Not 
Accept_able 

NIA Comments 
Recommendations 

{'A.~ sf<---~<-

I' 

y; 

N/A Comments 
Recommendations 

X 

LRM3 

10·16 

10-26,11-7 

Ch 10,7-1 
7-11 

7-12, Ch 10 

11~16, Cb 13 

LRM3 

PRN 

Pg 10-20 

LRM3 

-
0 'fhei,wciffaticy sed:ibh-containS an~ovetiy bf6ad statem·~nt~Oncerniiig.llm~tipns _cif lli3bility. As 
stii:'ft; :thiS ~st3t€i'n~i:lt ~may,·be- rblS!e-adrOg. an.d-,J:Ua~ .cons-titUtE(nJis~r3od.ing:_un_Ct~r ·me _Federal -. 
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-r,-r~cectS:ci:bYthe Phras~;~Ato.th6 8rie'nt-aiitiW36Je bY·stateJ~n~i~; brottierw_ise. Qualifl~Cft0'Jricik6 it 
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. ri.Q.i~9~frt9h~J;C;i;fe.~¢V~f ,#~-m.ag~~Ji9tn:Jhe::f)1~_n~fii~t4_r:~i-if-h~-?s~e _--$~~r~it~,l~~s Pf'ifi}Lip{. ftQITt 
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BPPD Label Amendment Checkli. 
Fast Track It! 

EPA Reg. No.: 70127-6 RAL: J. Kausch Application Date: 08/03/2009 

Form (EPA Fonn 8570~1) ~signed & complete, including package type? IF NO, STOP! Call 
and have them correct and resubmit. 

2. Final printed labeling received for previous action? IF NO, STOP! E-mail applicant and request final 
printed labeling (FPL). *These have been requested and registrant confirmed he will provide them (see 
email dated 01/22/2010). 

3. Data and Data Matrix present. (EPA Form 8570-35) NA lil 
If Fast check to see formulators etc. 

a. Using Selective Method? [IF NO, SKIP to item 4 and note that data matrix should be used for cite-
all method to indicate the to whom offers of were 

b. Complete Data Matrix supp01ting both the product registration and the proposed amendment. Minimum 
Data Matrix for registration includes: Product specific Acute Toxicity and Product Chemistry data, plus 

data health claimed on label. 

c. data? 

d. Registered source used for active ingredient? IF YES, SKIP to ITEM 4. (If active ingredient is from a 
registered source (manufacturing~use product), generic data should be satisfied by registered source.) If NO 
or if use not source, data is 

e. If new data submitted: data and MRID # 

Public of Data Matrix f. 

4. Certification with Respect to Citation of Data present. (EPA Form 8570~34): See 40 CFR 152.80~98 and 
PR Notice 98-5 [If no data are required or submitted, a Certification with Respect to Citation of Data form isn't needed. 
This is often true for minor amendments.] NA 0" 

a. Did applicant check a Method of Support? 

b. General Offer to Pay checked for Cite~all Method or Cite~all under Selective Method? 

c. Is the form signed and dated? 

d. Check form and Data Matrix. Are Exclusive Use data cited from other sources? 

IF YES, is the authorization letter included in NAO 

5. Label(s) Review 08/03/2009 

a. Label(s) in conformance with current Label Review Manual and REDS. 

b. Labeling statements and claims are supported by Acute Toxicity, Product Chemistry data (or acceptable 
studies health claimed on label. 

c. Nominal concentration of active · 

d. included as sub~statement of 

e. and instructions 

f. Product Name for Same 

with container 

(Check OPPIN). 

statement. 

microbial, i.e., 

form. to 

g. Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, cmstacea, or wheat 
commodities? If YES, RAL must evaluate label use directions for · with 40 CFR 180.1071. 

h. Does label bear "National Notice or OMRI claims? 

If YES, National or OMRI claims Chris Pfeifer? NOP/OMRI 

i. Corrections are NOT 

J. Comments: 
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RE: Label Comments/Revisions for Taegro Technical (#70127-6) [] 
Jeannine Kausch to: T ASC (Tom Schreier) 01/22/2010 10:05 AM 

Hi Tom, 

You can address your cover letter to me but be sure to send the package to one of the locations below, 
depending on whether it is sent via mail or by courier: 

1) Mail 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20460 

2) Courier 

Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Also, in your cover letter, please make a note that you are submitting the final printed labels as requested 
by the Agency in the original January 20, 2000 registration notice. 

Thanks, 

Jeannine 
"TASC (Tom Schreier)" Hi Jeannine, I will send the labels in. Who .. 

From: 
To: 
Date: 

"T ASC (Tom Schreier)" <tasc@novozymes.com> 
Jeannine Kausch/DC/USEPA/US@EPA 
01122/2010 08:19AM 

0112212010 08:19:15 AM 

Subject: RE: Label Comments/Revisions for Taegro Technical (#7012~7-,6~)-----------------

Hi Jeannine, 
I will send the labels in. Who should I address them to? 

Tom 

Best Regards 
Tom Schreier 
Regulatory Affairs 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 

Salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc@novozymes.com 
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Novozymes Biologicals, Inc. (reg. no. :54-2042079}. Registered address: 
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 23060-6802, 
United States of America 
This e-mail (including any attachments) is for the intended addressee(s) only 
and may contain confidential and/or proprietary information protected by law. 
You are hereby notified that any unauthorized reading, disclosure, copying or 
distribution of this e-mail or use of information herein is strictly 
prohibited. If you are not an intended recipient you should delete this e-mail 
immediately. Thank you. 

-----Original Message-----
From: Kausch.Jeannine®epamail.epa.gov [mailto:Kausch.Jeannine@epamail.epa.gov 
) 
Sent: Thursday, January 21, 2010 6:06 PM 
To: TASC {Tom Schreier) 
Subject: Fw: Label Comments/Revisions for Taegro Technical (#70127-6) 

Hi Tom, 

One last thing I noted as missing that usually goes along with our 
checklist for final processing of label amendments ... Would you mind 
submitting {to the document processing desk} 2 copies of the final 
printed labeling that you have been using on your Taegro Technical 
containers for the past several years? The original registration notice 
from January 2000 asked for copies, but these were never submitted to 
the Agency as requested. 

Let me know if you have any questions about this. I will still proceed 
with the label amendment as mentioned below, but I wanted to ensure that 
I close the loop completely for this product. 

Thanks, 

Jeannine 
Forwarded by Jeannine Kausch/DC/USEPA/US on 01/21/2010 05:03 PM 

From: Jeannine Kausch/DC/USEPA/US_ 

To: "TASC {Tom Schreier) 1
' <tasc®novozymes. com> 

Date: 01/21/2010 04:12 PM 

Subject: RE: Label Comments/Revisions for Taegro Technical (#70127-6} 

Hi Tom, 

I've looked over the label and everything that you've updated appears to 
be fine. I will probably get around to drafting an acceptance letter 
tomorrow and pass it up to management shortly thereafter. Look for 
another update sometime next week. 

Thanks again for the prompt response, 

Jeannine 
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From: "TASC (Tom Schreier)" <:tasc@novozymes.com> 

To: Jeannine Kausch/DC/USEPA/US@EPA 

Date: 01/21/2010 11:29 AM 

subject: RE: Label Comments/Revisions for Taegro Technical (#70127-6) 

HI Jeannine, 
Please find attached a corrected label in word format. There have been 
some changes to our procedures that I have incorporated into this label. 
Our product packaging has changed from reusable plastic to plastic bags 
in a cardboard frame on pallets. I believe that I used the correct 
statements to support this, but please check. I have also changed the 
establishment number. All other changes are as you described. 

Thank you for all of your help. 

Tom 

Best Regards 
Tom Schreier 
Regulatory Affairs 

Novozymes Biologicals, Inc. 
5400 corporate Circle 

salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc@novozymes.com 

Novozymes Biologicals, Inc. (reg. no. :54-2042079). Registered address: 
Commonwealth Legal Service corporation, 4701 Cox R, Glen Allen, VA 
23060-6802, United States of America 
This e-mail (including any attachments) is for the intended addressee(s) 
only and may contain confidential and/or proprietary information 
protected by law. You are hereby notified that any unauthorized reading, 
disclosure, copying or distribution of this e-mail or use of information 
herein is strictly prohibited. If you are not an intended recipient you 
should delete this e-mail immediately. Thank you. 

-----original Message-----
From: Kausch.Jeannine@epamail.epa.gov 
mailto:Kausch.Jeannine@epamail.epa.gov] 
sent: Monday, January 18, 2010 1:50 PM 
To: TASC (Tom Schreier) 
Subject: Fw: Label Comments/Revisions for Taegro Technical (#70127-6) 
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Fw: Label Comments/Revisions for Taegro Technical (#70127-6) 
Jeannine Kausch to: TASC (Tom Schreier) 01/18/20 tO 01:50PM 

Hi Tom, 

l apologize for hassling you, but l have not heard back from you with regard to the corrections for the 
Taegro Technical (#70127-6) label. As this particular action was assigned a "90-day" amendment code 
back in August 2009, it will be overdue by nearly 3 months at the beginning of February. Unfortunately, if I 
do not get a response back from you by the end of this week (i.e., January 25th), I will have to initiate a 
75-day letter and provide you a list of corrections formally via regular mail. 

Thanks, 

Jeannine 

-----Forwarded by Jeannine Kausch/DC/USEPA/US on 01/18/2010 01:43PM-----

From: 
To: 
Date: 
Subject: 

Hi Tom, 

Jeannine Kausch/DC/USEPAIUS 
TASC (Tom Schreier) <tasc@novozymes.com> 
11/0312009 12: t8 PM 
Fw: Label Comments/Revisions for Taegro Technical (#70127-6) 

Just checking in with you in regards to the label comments that I provided for your Taegro Technical 
product {#70127-6) back in August. Please let me know if you have any questions about the suggested 
revisions. 

Thanks for your attention to this matter. 

Regards, 

Jeannine 
---~Forwarded by Jeannine Kausch/DC/USEPAIUS on 11/03/2009 12:14 PM-----

Frnm: 
To: 
Date: 
Subject: 

Hi Tom, 

Jeannine Kausch/DC/USEPAIUS 
TASC (Tom Schreier) <tasc@novozymes.com> 
08!0312009 11:24 AM 
Label Comments/Revisions for Taegro Technical (#70127~6) 

As I mentioned during our phone conversation last week, I am attaching my comments for the Taegro 
Technical label (#70127-6). Based on what l can find in the documentation that was provided to me, it 
looks like you sent in the request for the label amendment back in November 2008!! My sincere apologies 
that this is the first time someone from the Agency is getting back to you with regard to this submission. 
However, now that I've gone through it, I don't believe it will take an extraordinary amount of time to revise 
the label and get a proper response back to you. 

Let me know if you have any questions about my label comments. You can submit your updates to me via 
email. 

Thanks, 
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TAEGRO Technical 

For manufacturing purposes only 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amyloliquefaciens Strain FZB24* ....................... 73.3% 
OTHER INGREDIENTS ........................................................................................................... 26.7% 
Total ....................................................................................................................................... 100.0°/o 

*Contains 5.0 x 1011 Colony Forming Units [(CFU)]/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNINGJRVJSO 
Si usted no entiende Ia etiqueta, busque a alguien para que se Ia explique a usted en 
detalle. (If you do not understand the label, find someone to explain it to you in detail.) 

~ 
~et contents: ~alue to be inserted, generally from 15 to 500 gal] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-800-342-6173• 
www.novozymes.com/roots 

Made in U.S.A. 
EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-006 

Not for sale or use after: [Date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
®JARNING - Causes substantial but temporary eye irritation. Avoid contact with eyes. 
Wear protective eyewear such as goggles, face shield or shielded safety glasses. Harmful 
if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash thoroughly 
with soap and water after handling and before eating, drinking, chewing gum, using 
tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

Page 1 
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Summary of Comments on Microsoft Word 
TAEGRO-Technical.doc 

Page: 1 
Sequence number: 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 6:04:57 AM -04'00' T The Spanish translation for the signal word, as well as the statement about asking for help, are not required for the manufacturing 

use product because it is not covered under the Worker Protection Standard. However, if you believe this translation will be helpful 
for a majority of the product's users, then you may leave this as is. 

Sequence number: 2 
Author: jkausch 
Subject: Note 
Date: 8/3/2009 9:09:45 AM -04'00' 
r·-·- jUnder the signal word, please place a statement referring the user to another part of the container for the precautionary statements. 

v- For example: 

See additional precautionary statements on the [sidefiback] paneL 

Sequence number: 3 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 9:13:45 AM -04'00' 
TIs this_ an accurate statement? The EPA Fonn 8570-1 _states that this product will ~e packaged in 250 or 500 gallon plastic 

containers. Please update as necessary. Also, the we1ght or contents of the containers should fit the physical state of the 
formulation (e.g., if this is a solid, it might be packaged in 200 pound containers). 

Sequence number: 4 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 7:52:17 AM -04'00' 

T If this technical product is a solid, please change to "Net Weight:". If this technical product is a liquid, you may leave this as "Net 
Contents:". 

*"LRM Chapter 17, Section Ill 

Sequence number: 5 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 8:16:54 AM -04'00' 
T Based on the toxicological profile for the technical (dermal tox -Ill, dermal irritation- II, oral tox- Ill, inhalation- Ill, eye irritation -II, 

and sensitization- not a sensitizer), this section should be the following: 

WARNING- Causes substantial but temporary eye injury. Causes skin irritation. Do not get in eyes, on skin, or on clothing. Wear 
coveralls worn over short-sleeved shirt and short pants, socks, chemical-resistant footwear, chemical-resistant gloves, protective 
eyewear, and a dust/mist filtering respirator meeting NIOSH standards of at least N-95, R-95, or P-95 when handling this product. 
Repeated exposure to high concentrations of microbial proteins can cause allergic sensitization. Harmful if absorbed through skin, 
inhaled, or swallowed. Avoid breathing dust. Wash thoroughly with soap and water after handling and before eating, drinking, 
chewing gum, using tobacco, or using the toilet. Remove and wash contaminated clothing before reuse . 

... LRM Chapter 7, Section III(D) 
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iTIIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a .QOison control center or doctor for treatment advice . 
IF • Call a 2 oison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told to do so by the poison control 

center or doctor. 
• Do not Qive anything by mouth to an unconscious person . 

IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: 3 Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or@loctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA 

PHYSICAL OR CHEMICAL HAZARDS 
For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 

Page 2 
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Page:2 
Sequence number: 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 7:35:18 AM -04'00' T Restructure this First Aid box so that the routes of exposure of most concern are listed at the top of the box and those of least 

concern are listed near the bottom. In this case, the order from top to bottom should be a) eye statements, b) skin statements, c) 
inhalation statements, and d) oral statements. 

••LRM Chapter 7, Section JII(F)(3) 

Sequence number: 2 
Author: jkausch 
Subject: Comment on Text 
Date: 81312009 7:53:28 AM -04'00' T Please remove the capitalization from "poison control center." 

Sequence number: 3 
Author: jkausch 
Subject: Comment on Text 
Date: 81312009 7:55:18 AM -04'00' 
T Please insert a 3rd bullet beneath these two bullets: 

Call a poison control center or doctor for further treatment advice. 

**LRM Chapter 7, Section lll(F), Table 9 

Sequence number: 4 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 7:30:33 AM -04'00' 
T Please insert a comma after "doctor." 

160



DIRECTIONS FOR USE 

It is a violation of Federad~1w to use this product in a manner inconsistent with its labeling. 

@Jar formulation into pesticide products. The user is responsible for registering products 
made from TAEGRO Technical with the appropriate regulatory authorities. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable Jaw, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 

STORAGE AND Dl(>pOSAL 
Do not contaminate water, food or feed by storage@Jr disposal. 

PESTICIDE STORAGE 
TAEGRO consists of Jiving microbes. Do not freeze or expose to temperatures above 
80° F. Close opened containers tightly. Store in a cool, dry place and use within one year. 

,RESTJCJDE DISPOSAL 
~o avoid wastes, use all material in this container by application according to label 
directions. If wastes cannot be avoided, offer remaining product to a waste d·1sposal 
facility or pesticide disposal program (often such programs are run by state or local 
governments or by industry). 

@loNTAINER DISPOSAL 
Refillable container. Refill this container with pesticide only. Do not reuse this container 
for any other purpose. 

Cleaning the container before final disposal is the responsibility of the person disposing of 
the container. Cleaning before refilling is the responsibility of the refiller. 

®o clean the container before final disposal, empty the remaining contents from this 
container into fonnulation equipment. Fill the container about 10% full with water. Agitate 
vigorously for 2 minutes. Pour rinsate into formulation equipment. Repeat this rinsing 
procedure two more times. 

Page 3 
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Page:3 
Sequence number: 1 
Author: jkausch 
Subject: Comment on Text 
Date: 8!3!2009 7:23:56 AM -04'00' 
T Please capitalize. 

Sequence number: 2 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 9:10:48 AM -04'00' T These statements could be a little more specific. Perhaps, try something like the fo!!owing: 

For formulation into a [type of pesticide] for use inton [list use patterns and sites[. This product may be used to formulate products 
for additional uses not listed on the manufacturing-use product (MP) label if the formulator, user group, or grower has complied with 
US EPA data submission requirements regarding the support of such uses . 

.. LRM Chapter 11, Section V(A) 

Sequence number: 3 
Author: jkausch 
Subject: Comment on Text 
Date: 813!2009 7:02:19AM -04'00' 
T Please change to "and." 

**LRM Chapter 13, Section Ill 

Sequence number: 4 
Author: jkausch 
Subject: Comment on Text 
Date: 8!3!2009 7:03:43 AM -04'00' TJ am going to ask that you go back to the older "Pesticide Disposal" statement for this product only. Because this is a 

manufacturing-use product and there really are no instructions for applying the product, please use the following statement in lieu of 
the current statements: 

Wastes resulting from the use of this product must be disposed of on site or at an approved waste disposal facility. 

**LRM Chapter 13, Section V(C)(1) 

Sequence number: 5 
Author: jkausch 
Subject: Comment on Text 
Date: 8!3!2009 7:02:08 AM -04'00' T Please change to "CONTAINER HANDLING." 

**LRM Chapter 13, Section V(C)(2) 

Sequence number: 6 
Author: jkausch 
Subject: Comment on Text 
Date: 8!3!2009 7:12:32 AM -04'00' T I am fine with these directions (as they are mostly in accordance with the standard instructions mentioned in 40 CFR 156.156(b)(2) 

(iii)); however, please just check that the addition of water to whatever is being formulated will not cause any issues with the 
resulting product's composition, efficacy, etc. 
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I ~te to reviewer:· The "Not for sale or use after (date)" is to serve as the batch code.] 
[Note to reviewer: This product is sold in large plastic totes.] 

File: 
70127-00006.20081121v001.Taegro Technical.pdf 

Page4 
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Page:4 
Sequence number: 
Author: jkausch 
Subject: Comment on Text 
Date: 8/3/2009 7:07:36 AM ·04'00' 
TA!though the "not for sale or use after (date)" may be needed on this !abel, the batch code is not required under the regulations 

because you have noted that this product is packaged in a refillable container. Batch codes only apply to non-refillable containers. 
You may remove this clarifying statement. 

**40 CFR 156.140(a)(4) 
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and container disposal language. 
: application dated 11 121 !08) 

Signature'Date; FormS. I 

faper _Label -, 

< 

New lngredle['!t 
Requ'e:rl'Dcle;: 

View/Edit 

New !r1gredient r~---­
Received Dffie: 
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Shanaz Bacchus 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7504P) 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 l 

Dear Ms. Bacchus, 

November 21,2008 

Taegro Technical 

novozymes® , 
Rethink Tomorrow 

EPA Registration No. 70127-6 
Name Change and Label Revision 

In response to your e-mail dated 19 November 2008, Novozymes Biologicals is pleased to submit a 
request for a change of name for the product TAE Technical, EPA Registration Number 70127-6. To 
support this action Novozymes is submitting a revised label that includes this change. 

Product Name: 
• Old Name: 
• NewName: 

TAE Technical 
Taegro Technical 

Please find enclosed the following documents: 

• One copy of EPA form 8570-1, Application for Pesticide. 
• Three copies of the revised label. 

lfyou have any questions or need any assistance in this matter, please contact me in Roanoke VA at (540) 
302-1186 or by e-mail at: tasc@novozymes.com. 

Sincerely, 

;;;;::::::."/~~~--U~ 
Thomas Schreier 
Regulatory Affairs Manager 
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Print Form 
Plo••• ffl•d I. t tc1lc M on ffiWI~• bofotfl ' .. ~. 

··~· " OMB No. 2070..0060 

Unilod Slelos bJ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Wuhington, DC 20450 Other 

Application for Pesticide ~ Section I 
1. Company/Product Numbor 2. EPA Product Managar 3. Propo .. d Clo .. ification 
70127-6 Shanaz Bacchus 

4. Company/Product (Name) PMI 
DNone D Rootriclod 

Novozymes Biologicals /TAE Technical I Taegro Technical 

5. Name and Addreos of Applicant (lncludrJ ZIP Codo} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Novozymes Biologicals Inc. lbllil, my product is similar or Identical in composition and labeling 

5400 Corporate Circle to: 

5alem,VA24153 D EPA Reg. No. 

D Ch11ck If rhis is 11 MW addrB$$ Product Name 

Section - II 

0 Amat'ldment • Explein below. D Final prin111d labels in re•pon•o to 
Agoncy lettor dot11d 

0 Ro•ubmission In reeponse to Agency Iotter deled 0 •Mo Too• Application. 

0 Notification· Explain balow. ~ Othar- Explain below. 

Explanation: Uso additional pogolallf nacosuery. !For section I et'ld Soction II.) 

1. Request that the name TAE Technical be changed to Taegro Technical. 
2. Revised labeling to support this name change, updated first aid statements, and container disposal is also being submitted. 

Section - ill 
1. Melerial This Product Will Be Peckeg11d In: 

Child-Resistent Packaging Unit Peckoging Water Soluble P•ckoging 2. Typ11 of Container 

~r-- faY•• ~ 
y., ~Mo<•l 

No No 
Pies tic 

No Gla011 

• Certification must 
If •vee~ No. par If "Yes" No. par Pap or 
Ul'lit Packoging wgl, container Pookooo wgt contoine1 Other {Specify) 

be submitted 

3. Locetion of No! Contenll lnformlltion 4, Size(s) Retoil Container 5. Location of Label Diroctionll 

0 ~ Container 250 or 500 gal. ~On label 
Label On Labeling accompanying product 

6. Manner in Whioh Label ie Affixed to Product 
~ 

Uthograph D Other 
Papor ~luod 
S!onci itd 

Section- IV 
1. Contact Point (Complete /toms dirfiCt/y bolow for fdrmtiflcetion of indivfdu#l I'll be ccntacred, if necessary, to process rh~ liPPiicstfon.} ---
Nomo Thomas Schreier TI!Io Telephone N". {lricit.ido Aroa Codol 

tasc@novozymes.com Regulatory Affairs Mgr. (540) 302·1186 

Certification 6, Data Applicetion 

1 cortify thai the slotomon!IJ I hello modo on this form and all ottaehrmmls !hereto ere !No, accurato ond C.<lmplete-. Recel11ed 

1 eeki'\Dwlodge tho! ony knowingly folso or misleading oletomanl mev be punishoblo by fino or imprisorvnanl or 
both under applicable law. 

!Stamped) 

2. Signature ~ ? 3. Title 

~··,.~~ Regulatory Affairs Manager 

4. Typed Nome 5. Deto 

Thomas Schreier 11/21/200B 

.. EPA Form 8570.1 !Re\1. 8-941 Prol!'1ous.edi!IOns oro obsololo . Whtts • EPA FUll Copy jwlglnall Y•llow • Applicant Copy 167



TAEGRO Technical 

For manufacturing purposes only 

%w/w 
ACTIVE INGREDIENT: Bacillus subtilis var. amy!oliquefaciens Strain FZB24* ............ 73.3% 
OTHER INGREDIENTS ............................................................................................................. 26.7% 
Total ....................................................................................................................................... 100.Do/o 

'Contains 5.0 x 1011 Colony Forming Units [(CFU)]/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING/AVISO 
Sl usted no entiende Ia etiqueta, busque a alguien para que se Ia explique a us ted en 
detail e. (If you do not understand the label, find someone to explain it to you in detail.) 

Net contents: _____ [Value to be inserted, generally from 15 to 500 gal] 

Novozymes Biologicals, Inc. 
5400 Corporate Circle • Salem, VA 24153 
1-800-342-6173• 
www.novozymes.com/roots 

Made in U.S.A. 
EPA Reg. No. 70127-6 
EPA Est. No. 70127-VA-006 

Not for sale or use after: [Date to be inserted] 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
WARNING - Causes substantial but temporary eye irritation. Avoid contact witt: eyes. 
Wear protective eyewear such as goggles, face shield or shielded safety glasses. harniful 
if absorbed through skin, inhaled or swallowed. Avoid breathing dust. Wash thorcL~g~ 1y 
with soap and water after handling and before eating, drinking, che1Ni'1Q gum, using 
tobacco or using the toilet. Remove and wash contaminated clothing betcre ·re:.~se. 

Page 1 
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FIRST AID 

IF IN EYES: • Hold eye open and rinse slowly and gently with water for 15-20 
minutes. Remove contact lenses, if present, after the first 5 
minutes, then continue rinsing eye. 

• Call a poison control center or doctor for treatment advice . 
IF • Call a Poison Control Center or doctor immediately for treatment 
SWALLOWED: advice. 

• Have person sip a glass of water if able to swallow . 
• Do not induce vomiting unless told to do so by the poison control 

center or doctor. 
• Do not give anything by mouth to an unconscious person . 

IF ON SKIN OR • Take off contaminated clothing . 
CLOTHING: • Rinse skin immediately with plenty of water for 15-20 minutes . 

• Call a poison control center or doctor for treatment advice . 
IF INHALED: • Move person to fresh air . 

• If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 
treatment information. 

ENVIRONMENTAL HAZARDS 

Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
oceans or other waters unless in accordance with the requirements of a National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage treatment plant authority. For 
guidance, contact your State Water Board or Regional Office of the EPA. 

PHYSICAL OR CHEMICAL HAZARDS 
For spill, leak, fire, exposure, or accident, call CHEMTREC at 1-800-424-9300. 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For formulation into pesticide products. The user is responsible for registering products 
made from TAEGRO Technical with the appropriate regulatory authorities. 

WARRANTY: Novozymes Biologicals warrants that at the time of the first sale of this 
product it conforms to the chemical description on the label and when used according to 
the label directions is reasonably fit for the purposes referred to above. Buyers/Users of 
this product assume full risk for any use contrary to the specified directions. If this product 
does not perform as warranted above and to the extent consistent with applicable law, 
customer's sole remedy for breach of warranty shall be replacement of the product or 
refund of the purchase price paid, at the option of Novozymes Biologicals. SELLER 
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY TO THE 
EXTENT CONSISTENT WITH APPLICABLE LAW, INCLUDING ANY OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS OR OF MERCHANTABILITY, AND NO AGENT 
OF SELLER IS AUTHORIZED TO DO SO. 

STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storage or disposal. 

PESTICIDE STORAGE 
TAEGRO consists of living microbes. Do not freeze or expose to temperatures above 
80° F. Close opened containers tightly. Store in a cool, dry place and use within one year. 

PESTICIDE DISPOSAL 
To avoid wastes, use all material in this container by application according to label 
directions. If wastes cannot be avoided, offer remaining product to a waste disposal 
facility or pesticide disposal program (often such programs are run by state or local 
governments or by industry). 

CONTAINER DISPOSAL 
Refillable container. Refill this container with pesticide only. Do not reuse this container 
for any other purpose. 

Cleaning the container before final disposal is the responsibility of the person disposing of 
the container. Cleaning before refilling is the responsibility of the refiller. 

To clean the container before final disposal, empty the remaining C'J'lt~'lts from this 
container into formulation equipment. Fill the container about 10% full with water. P.9itote 
vigorously for 2 minutes. Pour rinsate into formulation equipment. Rereai this rin;:;;ng 
procedure two more times. 
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[Note to reviewer: The "Not for sale or use after (date)" is to serve as the batch code.] 
[Note to reviewer: This product is sold in large plastic totes.] 

File: 
70127-00006.20081121v001.Taegro Technical.pdf 
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Shanaz 
Bacchus/DC/USEPA!US 

11/19/200812:48PM 

To 'TASC (Tom Schreier)' <tasc@novozymes.com> 

" 
boo 

1
)\' P,D TQ_~;{127-6and70127-7[J 

These are two pestici~th similar names but different active ingredients: 
70127-6 - TAE-Technical - Bacillus subtilis var amy/oliquefaciens Strain FZB24 ,--­

~70127-7- TAE-001 Technical Bioinsecticide- Metarrhizium anisop/iae F52 

70127-6 (B. subtilis var amy/o/iquefaciens) and 70127-7 (Metarrhizium anisopl/ae) products. 
I have a request from Novozymes for BPPD to correct a registration notice for a pesticide (EPA Reg. 
No. 70127 -6) which contains Bacil!us subti/is va( amyfoliquefaciens Strain FZB24 as the active ingredient. 
It was given unconditional registration under FIFRA See1ion (3(C)(5) on 01/20!2000. It is called 

( 

TAE-Technical on the transfer letter. BPPD's revised Notice of registration (02/12/2007) to your company 
with the EPA Reg. No. 70127-6 was issued with the name TAE-Technical for the B. subtilis product,..........­
while incorrectly containing the conditions of registration for the Metarrhizium F52 technical-
called TAE-001 Technical Bioinsecticide, (EPA Reg.No. 70127-7} 

What may have contributed to the confusion is the similarity in the two names. While we are amending 
the labels for Metarrhizium products, would you consider changing the name for the Metarrhizium 
technical? Also, have you submitted an updated label and CSF for 70127·6, the B. subtilis product? 

As discussed at our fast meeting, as part of the Metarrhizium amendments, I am preparing new 
registration notices updating your case for Metarrhizium and working with Susanne Cerrelli, who has been 
the RAL on the B. subtilis case to resolve the issues about the B. subtilis pesticide discussed above. 

Please call to discuss what potential exists for changing the names of these technicafs to prevent futur 
confusion. 
Thanks. 

Sincerely, 
Shanaz Bacchus, Chemist 
USEPA/OPP (Mail Code 7511P) 
Biopesticides and Pollution Prevention Division 
1200 Pennsylvania Ave., N.W. 
Washington D.C. 20460 
Phone: 703·308-8097 
Fax: 703-308-7026 
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Shanaz 
BacchusiDC/USEPAJUS 

10/1512008 04:16PM 

Sheryl eta!.: 

To Sheryl Rei!!y/DC/USEPAIUS@EPA 

cc Susanne Cerre!li/DC!USEPAIUS@EPA, Ibrahim 
Barsoum/DC/USEPAIUS@EPA 

bee 

Subject 70127-6 (8. subtilis amylo)- 70127-7 and 70127-9 
(Metarrhizium) products- comments please0 

Please look at this email I would like to send to Tom Schrier of Novozymes and provide input. 
Sheryl, especially look at the end of the email to see if the modified process with QAIQC data will 
be a PRIA action and what will be the cost and time frame for review. 
Thanks, 
shawn ............... c~rc 
70127-6 (B. subtilis varamylo/iquefacfens) and 70127-7 (Metarrhizlum anfsoplrae) products. . -.::r:.e_ 
I have a request from Novozymes for BPPD to correct a registration notice for a pesticide (EPA Reg. ~ J.i<J If~ 
No. 70127-6) which contains Bacillus subtilis var amy/oliquefaciens Strain FZB24 as the active ingredient-­
It was given unconditional registration under FIFRA Section (3(C)(5) on 01/20/2000. It is called 

i 

TAE-Technical on the transfer letter. BPPD's revised Notice of registration (02/12/2007) to your company 
with the EPA Reg. No. 70127-6 was incorrectly issued with the name TAE-Technical while containing the 
conditions of registrattion for the Metarrhizium F52 technical- called TAE-001 Technical Bioinsecticide, 
(EPA Reg. No. 70127-7) 

f4f'Oll 
70127-6 - T.A~h-rWiC)J~- Bacillus subtilis var amylolfquefaciens Strain FZB24 '\ 
70127-7 - TAE-001 Technical Bioinsecticide- Metarrhizium anisop/iae F52 .J 

\ What may have contributed to the confusion is the similarity in the two names. While we are amending 
; the labels for Metarrhizium products, would you consider changing the name for the Metarrhizium 

l
technical? Also, have you submitted an updated label and CSF for 70127-6, the B. subtilis product? As 
discussed yesterday, as part of the amendments, I am preparing new registration notices updating your 
case for Metarrhizium and working with Susanne Cerrelli, who has been the RAL on the B. subtilis case to 
resolve the issues about the latter pesticides. 

70127-9- Metarrhizium F52 product 
I looked at the submission you gave me yesterday for the new process for Metarrhizium technical. Our 
systems show that Andy Bryceland responded to your notification request to let you know that process 
modification cannot be submitted as a notification. Ibrahim has also looked at the submission 8nd has 
informed me of the following deficiencies in the submission: 

1. You have submitted a method to use selective media for detection of coliform bacteria but 
have not used Trypticase Soy Agar (TSA) medium or Brain Heart Infusion (BHI) meidum to detect general 
bacterial contamination and determine the level of contamina1ion. 

\ ,tv{ 2. The types of fungal contamination are not identified. 
V ~ . 3. The plates should be incubated for up to 48 rs to detect any slow-growing bacteria. 

4. It is not clear if you are summarizing the results from a five batch analysis or if you are merely 
stating that this is the protocol your lab will follow to analyze the batches produced with the new 

~ 
0

, manufacturing process. The Agency will require analyses of 5 batches to show that the new process does 

7
\\'" ot result in higher levels of contamination than the previously reviewed manufacturing process . 

• ~ This amendment must be formatted in accordance with PR Notice 86-5 and will be assigned a code Bl..tQ 
;-- and will cost $ l.j- !:J (0 
r r ' 
j 

~IJSO .· Sincerely, 
Shanaz Bacchus, Chemist 

/ 

\ ._ ...... . 

I 
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January 29,2008 

Mr. Leonard Cole 
Biopesticides and Pollution Prevention Division 
U.S. Environmental Protection Agency 
Office of Pesticide Programs (7504 P) 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Dear Leonard; 

Exponent 
1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC 20036 

telephone 202-772-4900 
fac.>imilc 202-772-4979 
www.exponent.com 

On behalf of our client, Novozymes Biologicals, Inc. (Novozymes) (5400 Corporate 
Circle, Salem, VA 24153), Exponent would like to provide you with a copy of a 
correction sent to Dr. Sheryl Reilly in the biopesticide division regarding the registration 
status ofTAE-Technical (EPA Reg. Number 70127-6). 

If you have any further questions please contact me via email at jmessina@exponent.com 
or via telephone at (202) 772-4932. 

B?'t-<;ega;cts, 
~,.- r /1 .·-7 

/ ill</ , --r~y.t'·--
Janles Messina 
A~thorized Representative for 
· Novozymes Biologicals, Inc. 

Enclosure 

cc: Tom Schreier, Novozymes Biologicals, Inc. 
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January 29, 2008 

Dr. Sheryl K. Reilly 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511 C) 
US Environmental Protection Agency 

Subject: Correction for Registration Status ofTAE-Technical 
(EPA Reg. Number70!27-6) 

Dear Dr. Reilly; 

Exponent 
1150 Connecticut Avenue, NW 
Suite 1100 
Washington, DC 20036 

telephone 202-772-4')00 

facsimile 202-772-4979 

www.exponcnt.com 

On behalf of our client Novozymes Biologicals, Inc. (Novozymes) (5400 Corporate 
Circle, Salem, VA 24153), Exponent, Inc. is submitting a correction regarding TAE­
Technical (EPA Registration Number 70127-6). 

On January 20, 2000 the EPA issued an unconditional registration to Taensa, Inc. for 
TAE-Technical (EPA Registration Number 72098-6) containing the active ingredient 
Bacillus subtilis Strain FZB24. Please find a copy ofthis notice enclosed. Earth 
Biosciences then purchased Taensa, Inc. and all pesticide registrations. Earth 
Biosciences was then purchased by Novozymes Biologicals, Inc. in 2006. The EPA 
approved the transfer of Earth Biosciences' products (six containing the active ingredient 
Metarhizium anisopliae strain F52 and one containing B. subtilis) to Novozymes 
Biologicals on December 7, 2006. Please find a copy of this transfer letter enclosed. 
With the transfer to Novozymes Biologicals, the registration number for TAE-Technical 
was changed from 72098-6 to 70127-6. 

When originally registered by Taensa, theM anisop!iae containing products were 
assigned conditional registrations due to outstanding efficacy data. However, the active 
ingredient for TAE-Technical is B. subti/is, was originally granted an unconditional 
registration. It appears that TAE-Technical was accidentally included in the extension 
request with the rest of theM anisopliae products, and the mistake has persisted ever 
smce. 

Please find enclosed the following documents: 

• EPA Notice of Unconditional Pesticide Registration (Jan. 20, 2000) 
• Transfer of Pesticide Registrations and Data (Dec. 7, 2006) 
• EPA Notice of Conditional Pesticide Registration (Feb. 12, 2007) 
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Please change the conditional Notice of Registration back to unconditional and issue a 
new Notice of Registration as soon as possible. Please forward a copy to my attention 
when it has been corrected. 

If you have any further questions please contact me via email at jmessina@exponent.com 
or via telephone at (202) 772-4932. 

~tregards, 

Lj4~-
lrues Messina 
X uthorized Representative for 

Novozymes Biologicals, Inc. 

Enclosures (3) 

cc: Tom Schreier, Novozymes Biologicals, Inc. 
Leonard Cole, USEPA 
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1- .uJ - .,}f)oo 
u.S. E:N~i!?.ONMEtrr/U, PROTEC<W~ AGENC'I' 

Of!.!.ce of Pesticide Proqr,..,s 
3i09CSt~cides and Pollution Prevuntton Division 

(750liil ~DI H St., S.ll. 
"ola!lhinqton, D.C. 21l460 

i:PA Req. 
Number' 

72098-6 

Term of !ssuanc,.: 

' ' 

Date of Issuance: 

NOTICE OF PESTICIDE' 
X Registration Unconditional 

____ Reregistration 
Name of Product: 

runde~ F!FRA, as amended) 
TAB-Technical 

~ame and Addres:!l of R"qi.nnnt (i~clude Z!P Code)' 

Taensa Inc 
26 Sherman Ct 
P.O. Box 764: 
Fairfield, CT 06430 

On the oasis of in:o~ma~io~ tut~ished by the :eqis:=ant, the above named pe5tic!de is ~~=eoy 
~,.qisteted/rere9ist:e:"ed under the ?edetai Ins<:cti<:~de, Funqic:ide and Rodentic~C:e !\<::t. 

Reqistra.:ion is i:t :lo >~<oy ::'> be :::;st::'ued as an e~.:Ot$em<'!nt or reco"""·'mlation of this ;:::~duct. by the A9enc:y. 
In o~d~r to p~ot~c' heal'~ 3nd :~~ environmen~, th~ Admini~trato~, on h~s motion, ~~y a~ any time suspend or 
cancel the ~e9iat::!a:::!on o:: l pi!!s~~:::~de i.n ~ccorda;::::~ with the Ac:.:. Th<! acc:eptl"-C:e o~ a.-.y na<l'.e in conr.ec:;:ion 
. ..,it:. the reqlstC<II:.~on o! a orod~::::: unde~ th!.s Ac':: ~"' not to be consaued as ;;i·r~n<; ::~e :~qisttant a ti~~-~ to 
e>:clusive use. o! =~"' na::te o;; 1:.0 :":..'1 us.;, if i.:: has :e!":n c:ove~ed by others. 

This registration does not eliminate the need for continual reassessment of the pesticide. If 
EPA determines at any time, that additional data are required to maintain in effect an existing 
registration, the Agency will require submission of such data under section 3(c)(2)(B) of FIFRA. 

This product is registered in accordance with FIFRA section 3(c)(5) and is subject to the 
following terms and conditions: 

I. Submit five(5) copies of the revised final printed labeling including the EPA Registration 
Number and Establishment Number before you release the product for shipment. Refer to the A-79 
enclosure for a further description of final printed labeling. 

A stamped copy of the label is enclosed for your records. 

Sincerely, 

~v~uA~ 
· Janet L. Andersen, Ph.D. 

Director 
Biopesticides and Pollution 

Prevention Division (7511 C) 

'J 
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T AE-022 TECHNICAL 
FOR MANUFACTURING PURPOSES ONLY 

' 
ACTIVE INGREDIENT- Bacillus subtilis var. amyfo/iquefaciens Strain FZB24• ......... . 
OTHER INGREDIENTS ......... , ...................................... , ..................... ~-., ..... .. 

• Contains 5.0 x 1011 Colony Forming Units ("CFU"}/gram. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

WARNING 

Total 

%w/w 
73.3% 
26.7% 

100.0% 

Causes substantial but temporary eye injury. Do not get in eyes. Wear protective eyewear 
. (goggles, face shield, or safety glasses). Harmful if swallowed, absorbed through skin, or 

Inhaled. Avoid contact with skin. eyes, or clothing. Avoid breathing dust. Remove 
contaminated clothing and wash clothing before reuse. Wash thoroughly with soap and water 
after handling. 

FIRST AID 
IF IN EYES; Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. 

: Get medical attention. 
·IF SWALLOWED: Call a physician or Poison Control Center. Drink 1 or 2 glasses of water and 

induce vomiting by touching back of throat with finger, or if available, by administering syrup of 
ipecac. If a person is unconscious, do not give anything by mouth and do not induce vomiting. 
IF ON SKIN OR CLOTHING: Wash with plenty of soap and water. Get medical attention if 

i irritation persists. 
! IF INHAlED- Remove victim to fresh air. If not breathing, give artificial respiration, preferably 
· mouth to mouth. Get medical attention. 

EMERGENCY INFORMATION 
For spill, leak, fire, exposure, or accident call CHEMTREC at 1-800-424-9300. 

ENVIRONMENTAL HAZARDS 
Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans 
or other waters unless in accordance with the requirements of a National Pollutant Discharge 
Elimination System (NPDES) permit and the permitting authority has been notified in writing 
prior to discharge. Do not discharge effluent containing this prodU'ct to sewer systems without 
previously notifying the local sewage treatment plant authority. For guidance, contact you,•, 
State Water Board or Regional Office of the EPA. 

Taensa, Inc. 
26 Sherman Court 
P.O. Box 764 
Fairfield. CT 06430 U.S.A. 

Net Contents __ _ 
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DIRECTIONS FOR USE 

1t is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

Only tor formulation into product for the followil1g use: 

• For plant strengthening, growth enhancement and suppression of certain diseases 

This product may be used to formulate products for any additional use(s) not listed on the TAE-
022 Technical label if the formulator, user group, or grower has complied with U.S. EPA 
submission requirements regarding the support of such use(s). ·· 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

STORAGE: TAE-022 consists of living microbes. Store in a cool dry place. Do not freeze or 
expose to temperatures above 80° F. Opened packages should be closed tightly and stored in 
a cool dry place and used within one month. 

PESTICIDE DISPOSAL: Unused TAE-022 Technical and wastes resulting from the use of this 
product may be disposed of in a sanitary landfill or by incineration, or, if allowed by State and 
local authorities, by burning. If burned, stay out of smoke. 

CONTAINER DISPOSAL: D'1spose of empty bag in a sanitary landfill or by incineration. or if 
allowed by State and local authorities, by burning. If burned, stay out of smoke. 

CONDITIONS OF SALE 

Taensa, Inc. warrants that the product conforms to its chemical description and is reasonably fit for the 
purpose stated on the label when used in accordance with directions under normal conditions of use, but 
neither this warranty nor any other warranty of merchantability or fitness for a particular purpose, express 
or implied, extends to the use of this product contrary to label instructions, or under abnonnal conditions or 
under conditions not reasonably foreseeable to manufacturer, and buyer assumes the risk for any such 
use. 

"' ' . .. " .. 

" 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MR. THEODORE MELNIK 
NOVOZYMES BIOLOGICALS, INC. 
5400 CORPORATE CIRCLE 
SALEM, VA 24153 

Dear Mr. Melnik: 

December 7, 2006 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSfANCES 

Subject: Transfer of Pesticide Registrations and Data From Company Number 72098 to 
Company Number 70127 

Pursuant to your request in yout letter and transfer agreement of October 20,2006 and 
subsequent information received on December 4, 2006. we have approved the transfer of the 
following registrations and data from EARTH BIOSCIENCES INC., company number 72098 
to NOVOZYMES BIOLOGICALS, INC., company number 70127. 

The effective date of these changes is the date of this letter. 

Old EPA New EPA 
Registered Products Reg. No. Reg. No. 

BEETLEBALL TECHNICAL 72098-4 70127-4 

TAEGRO 72098-5 70127-5 

TAB-TECHNICAL 72098-6 70127-6 

TAE-001 TECHNICAL B!OINSECTIC!DE 72098-7 70127-7 

TAENURE GRANULAR BIOINSECTICIDE 72098-8 70127-8 

T1CK-EXG 72098-12 70127-9 

TICK-EXEC 72098-13 70127-10 

You should indicate the new company designatio~ new EPA Registration Number B.nd 
new Establishment Nwnber (if it has changed) on the labeling at the next printing which should 
occur no later fuan 18 months after the effective date of this transfer. After 18 months, any 
product released for shipment must bear the new Registration Nwnber and Establishment 

p 1/3 
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Nwnber. If you intend to use the labels which currently appear on the transferor's product after 
the effective date of the transfer, but within the 18 month grace period, you must maintain 
complete and accurate records which identify by batch number, lot number, or other suitable 
description the quantities of such product b.earing the transferor's label. Each container or 
package bearing the transferor's label which is released after the effective date of product 
registn.tion transfer, must be clearly and accurately marked with the batch number, lot number or 
other descriptive designation used to identify the product in yout records. 

Supplemental distribution agreements of registered products do not transfer with the 
Section 3 registration. It is your respollSlOility as the registrant tO notify any and all supplemental 
distributors of the transferred product(s) of this transfer agreement. If you wish to enter into 
supplemental distribution agreements of your product(s) under this new registration, the form 
"Notice of Supplemental Distribution of a Registered Pesticide Product," EPA Fonn 8570~5, 
must be submitted to the Agency for each supplemental distributorship. 

You are required to contact your local EPA Regional Office to determine what effect this 
transfer of pesticide registrations has on the pesticide production establishment registration. 

It will not be necessary to submit labeling for review if the only changes are in the 
company designation and the EPA Registration Number. Other changes in the product and/or 
labeling may require EPA review and approval prior to initiation. In any correspondence on 
these products always refer to the U.S. EPA Registration Number listed above. 

The transferred registration will have the same status under the Federal Insecticide, 
Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transferred from one company to a second company, all 
restrictions, data requirements, conditions (suspensions), and deadlines existing on the 
registrations are transferred with the registrations. The new company is responsible for adhering 
to or complying with all such restrictions, etc. on the acquired products. 

In regard to deadlines, the transferee company is responsible for submitting all required 
data according to the schedules already established for the acquired products. Failure to do so 
will result in the issuance of a Notice of Intent to Suspend. Requests from transferee· companies 
for additional time to submi~ because they acquired the !"gisttation(s) after the 3(c)(2)(B) 
request was issued will not be granted. If a transferee company has other valid reasQns for delays 
in the testing which were clearly outside of their control, then such requests for time extensions 
will be considered in accordance with the established procedures. Transfers occurring while a 
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same 
conditions expressed above. 

Registration is in noway to be construed as an endorsement or approval of these products 
by the Agency. In order to protect health and the environment, the Administrator, on his motion, 
may at any time suspend or cancel the registration of a pesticide in accordance with FJFRA. 

p 2/3 
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Furthermor~ the transfer of the subject registrations is approved under the condition that 
the annual maintenance fee obligation has been fully satisfied. The marginal maintenance f~ is 
detennined based solely on the total number of active section 3 and section 24(c) registrations 
held by the transferor. If the annual maintenance fee has not been fu1ly satisfied. the transferee 
and transferor will be notified to comply within a specified time period or the affected 
registrations may be canceled. 

The Agency acknowledges it has received a request for data transfer dated October 20, 
2006 and subsequent information received on December 4, 2006 to transfer data ownership from 
the transferor to the transferee. The data transfer is effective the date of this letter. After this 
date NOVOZVMES BIOLOGICALS, INC. will be considered the data owner. This action 
will not automatically reflect on the Data Submitters List. If Yo\1 want to be added to the Data 
Submitters List, you must submit a request to: 

Document Proces,ing Desk (DSL) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

By copy of this letter we are infonning the transferor of these changes. If you have any 
questions about this transfer approval please contact Evelyn Alston at (703) 305~5058. 

Sincerely, 

1/lOv~~ -~~-
Kathryn S. ~ouvt"~ef 
Infonnatioti Services Branch 
Information Technology & Resource Management Div. (7504P) 

cc: MR. TOM CORELL 
EARTH BIOSCIENCES INC. 
106 SOMERSET A VENUE 
FAIRFIELD, Cf 06824 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Biopesticides and Pollution Prevention Division (7511 C) 
1200 Pennsylvania Avenue NW 

Washington, DC 20460 

NOTICE OF PESTICIDE: 
_x_ Registration 
_ Reregistration 

(unde~ f1FRA. as amended) 

Name and Address of Registrant on elude ZIP codel: 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 
Salem, VA 24153 

EPA Reg. 
Number: 

70127-6 

Tenn of 
lssu~\\Ce: Conditional 

Name ofres1icide Produc1: 

TAE-TECHNICAL 

Nci~e: Ct)anges in lab~il:ng diR:erln_g 1':1 subS~~_i:rc~ frofrj·tl:l!lt' a4ceP..te~. !ri c~nbe~1i.oh·Wi~li thlS;re91stdtti;Jt:i:niust. 
be.· submitted tO ·and accepted by ttie ·siOpe.stjcldes ·an.d ponutioriPfi:wention DIVI'si6.n prlor t.O. US$ oftJfeJabeC 
ln·~cirti~e~Ce. lh an.v Coi"r€sp9.i1der1'~·e ci.n' th.is_~·rOdticfili'way~ r.Eif€r#;· thEO.·~ba·ve;~·pf. r·~glptra~lon·'f,!J_h)'b~f~<;·· :. 

on the basis of Information furnished by the registrant, the above named pesticide is hereby 
registered/reregistered under the Federal Insecticide, Fungicide and Rodenticide Act. 

Registration is In no way to be construed as an endorsement or recommendation of this product by the 
Agency. In order to protect health and the environment, the Administrator, on his motion, may at any time 
suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any name in 
connection with the registration of a product under this Act Is not to be construed as giving the registrant a 
right to exclusive use Of the name or to its use If it has been covered bY others. 

The registration application referred to above, submitted in connection with registration under§ 3(c)(7)(C) of 
the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided that you do the 
following terms and conditions. 

1. Submit/cite all data required for registration of your product under FIFRA § 3( c )(5) when the Agency 
requires all registrants of similar products to submit such data. 

2. Submit production information for lhis product to Mr. Owen Beeder of Registration Division (7505C) 
for the fiscal year in which this product is conditionally registered, in accordance with FIFRA § 29. 
The fiscal year begins October I and ends Seplember 30. Production information will be submitted 
to the Agency no later than November 15, following the end of the preceding fiscal year. 

3. This registration is registered under FlFRA § 3(c)(7)(C) because of outstanding data of your technical 
product. 

Signature of Approving Official: Date; 

FEB !_ 2 1007 
(See second page for signature) 

EPA l'onn 8570-6 
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5. You must submit the field efficacy data for the control ofblacklegged ticks (Ixodes scapularis). 
Efficacy data must be developed for each specified public health pest. These product perfonnance 
data must be submitted by December 31, 2007. 

6. Submit five (5) copies of the revised final printed labeling before you release the product for 
shipment. Refer to the A~ 79 enclosure for a further description of final printed labeling. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these 
conditions. 

A stamped copy of the label is enclosed for your records. 

Sincerely, 

a.tY-() ol 
Sheryl';.~t;:'P~.~~ 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 C) 
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MATERIAL TO BE ADDED TO JACKET 

REG #: 70127-6 

Description: Formulation Amendment 

if applicable, check all that are attached: 

D new stamped accepted label Vl 
ro 

[gJ 
::J 

new CSF a. 
.-;-

D 
0 

notification n 
Vl 

D other: n 

Instructions: 
Attach this sheet to the top of ALL material sent to the file room (both loose paper 
and new material in jackets). This sheet will be imaged; a clear description will aid 
in finding the material in thee-jacket. Remove staples from all material. If 
returning loose paper then hold together with a binder or paper clip. CSFs should 
be placed in the CSF folder (if returning jacket) or covered with a red CBI sheet (if 
returning loose paper). Material to be returned to file room should be placed in the 
appropriate bin. 

Reviewer: Jeannine Kausch Date: 8/4/2009 

Phone: (703) 347-8920 Division: BPPD 
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-,,_ (tijt Formulation Amendment (#70127-6)- Approved 08-03-2009 
\; .... ....-- Jeannine Kausch to: TASC (Tom Schreier) 0810412009 06:01AM 

Hi Tom, 

The formulation amendment, which you submitted back in April forTaegro Technical (#70127·6), was 
approved yesterday. I've attached a courtesy copy of the acceptance letter below. A hard copy of this 
letter, along with a stamped copy of the CSF, will be sent to you via regular mail this afternoon. Please 
remember that this amendment was accepted based on the term that a 5-batch analysis will be submitted 
to the Agency by February 15, 2011. 

Let me know if you have any questions or concerns. 

Thanks, 

Jeannine 

T aegro T echnicai_Formulation Amendment_ 08·03·2008. pdf 
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UNITI >TATES ENVIRONMENTAL PROTECTIO 3ENCY 

Mr. Thomas Schreier 
Regulatory Affairs Manager 
Novozymes Biologicals, Incorporated 
5400 Corporate Circle 
Salem, VA 24153 

Re: Novozymes Biologicals, Incorporated; Taegro Technical 
EPA Registration No. 70127-6 

AUG 0 3 2009 

-Formulation amendment to move manufacturing site from Germany to Virginia, modify 
the lower certified limit for the active ingredient, and update the product name 
Application Dated 04/03/2009 
Decision #40951 0 

Dear Mr. Schreier: 

The amendment referred to above, submitted in connection with registration under FIFRA 
section 3(c)(5), is acceptable provided that you: 

I. Submit a five-batch analysis from batches produced at the new manufacturing facility in 
Salem, Virginia by February 15,2011 (in accordance with OPPTS Harmonized Guideline 
885.1400). 

2. Submit m1d/or cite all data required for registration of your product under FIFRA section 
3(c)(5) when the Agency requires all registrants of similar products to submit such data. 

The new confidential statement of formula (CSF) dated July 28,2009 supersedes the 
previous CSF dated May 4, 2007 and will be filed in the Agency's records as the official CSF. 

CONCURRENCES 

SYMBOL .. ? 5 II p f5L {::e 
SURNAME .. ··········~~~···· ·::a··:·o·· ••••·· .............. , ........................... ••·•················· ,,, ....................... ,,,,,,,, ........ ,,,,,,, .............. . 

.... ~........... ... . .. . . .................................................................................................................................. .. 
DATE I> 0~ f olf >coq <;( i<>. oG! 

EPA Form 1320-1A (1190) 1 Printed on Recycled Paper OFFICIAL FILE COPY 

~U.S. G~vernmont Prinlin~ Off>ce. 2005 m&-.<l&fllmacl 
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Mr. Thomas Schreier -2-
EPA Registration Number 70127-6 

Your release for shipment of the product with the amended formulation constitutes 
acceptance of these conditions. If you have any questions contact Jeannine Kausch at 703-347-8920 
or by email at kausch.jeannine@epa.gov. 

A stamped copy of the CSF is enclosed for your records. 

Enclosure (1): 
-CSF dated July 28, 2009 

Sincerely, 

~~,til[ 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 
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ROUTING AND TRANSMITIAL SLIP Date: 

08/03/2009 

TO: (Name, office symbol, room number, building, Agency) 14A <1 ~\ Sheryl Reilly 

Ac!ion File Note and Return 

X Approval For Clea1ance Per Conversation 

As Requested For Correction Prepare Reply 

Circulate Fo1 Your lnformalion See Me 

Commenl lnvestigale X Signature 

Coordination Justify Concunence 

REMARKS 

Product Name: Taegro Technical 
Action Type: Formulation amendment to move manufacturing site 

from Germany to Virginia, modify the lower certified 
limit of the active ingredient (still within the original 
range), and update the product name 

EPA Reg. No.: 70127-6 
PRIA Due Date: August 27, 2009 

**This formulation amendment arrived at the Agency without data. 
Since the registrant will need to begin production before submitting a 
5~batch analysis (production will begin upon approval of this amendment 
and this is why no data were submitted with the original application), 
we decided to ask for the 5~batch analysis as a term of the amendment 
acceptance letter. After talking with the company representative about 
time needed to complete and submit the 5~batch analysis, they have been given 
approximately 18 months from the amendment letter acceptance date 
(i.e., February 2011) to fulfill the term. 

DO NOT use this form as a RECORD of approvals, concurrences, disposals, 
clearances, and similar aclions. 

FROM: (Name, org. symbol, Agency/Post) Room No. Bldg. 

S-8931 
Jeannine Kausch Phone 

(703) 347-8920 
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'',, iiJii RE: Taegro Technical (EPA Reg. No. 70127-6)- Revised CSF [j '--\/ Jeannine Kausch to: TASC (Tom Schreier) 07129!2009 11:03 AM 

Hi Tom, 

Thanks for submittlng the new information. l'lflook everything over and let you know if anything additional 
needs to be addressed. As I mentioned in a previous email, I am attaching a draft acceptance letter for the 
formulation amendment. Please just let me know if the time frame provided for submission of the 5-batch 
wlll work for Novozymes. I picked a date about 18 months from August. 

Also, in looking through past documentation relating to this ·product, I found that I will have to process a 
label amendment, which has been in-house since February but has not yet been taken care of. In 
conjunction with this label, I can also get the registration notice reissued if it is needed ... ls this the case? I 
noted a product name problem had occurred in the past with several products that currently are registered 
to Novozymes. 

Regards, 

Jeannine 

T aegro T echnicaLFormulalion_07-2009.doc 

"~(Tom Schreier)" Hi Jeannine, The attached documents are ... 

From: ·-.......... "TASC (Tom Schreier)" <tasc@novozymes.com> 
To: ~-··.Jeannine Kausch/DC/USEPA/US@EPA 
Date: 0"7!2-?f2009 11:17 AM 
Subject: RE: Taewro Technical (EPA Reg. No. 70127·6)- Revised CSF 

071281200 

Hi Jeannine, ·-.....__, 
The attached documents are~,being sent overnight nd should arrive on 
Wednesday. Please let me kn if anything ne s to change. 

Thanks for all of your help!!! 

Tom 

Best Regards 
Tom Schreier 
Regulatory Affairs Manager 

Novozymes Biologicals, 
5400 Corporate Circle 

I c. 

Salem VA 24153 Uni ed States 
Phone: +1 540 30 -1186 
Mobile: +1 540 56~7086 

---~,_ 

'· ... ,,'··, .. 
'· .. 

:17:04AM 

E~mail; ta/ovozymes. com ·,'"'··. 

Novozymes iologicals, Inc. (reg. no. :54~2042079}. Registered addres~" 
Commonw lth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 230~802, 
United tates of America · 
This -mail !including any attachments) is for the intended addressee{s} only 
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Print Letter 

Enter More Information 

Tracking 

li D~te': 'p~s'-J'""I-2D=og,---_-i!df -t)~_P;~~i~:~_Bat~: j29-Juf.2009 

Frorii_-End Date: pg.Juf.2009 J!ru j j~isk M~h~g_e; __ Send-_P_ale: J3o-Jul-2009 

FFS DUe Date;' Ne~~i~ted __ bu~---Oate;' 
jRevised CSF. 

Qpp_ Targ~t Qate_: < 
FastTrack: r- -_N __ e\<fJngre_dienf- f-:-

Receipt-Desc.n.l0pt0io0o~;;;c'Oi,------------'--------t'-,,';)I'J-t~ 
!Revised CSF. Nwri.-Jngred1ent r----­

View/Edit 

JUL 3 1 2009 

Signatwre Date: Form B; r 

-- -~equest Da_lf'-

New-lngredient ,-----­
Received Oak 

Des 

> 
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Pfe010 Toed fMti'UCtJOtl$ on f'IIIIOr"IO bofof'll • fD=. Fonn Aoorovod. .,..MB No. 2070..0060 
Print Form 

United St11t01 @ Registration OPP ldnntifior Number 

&EPA Environmental Protection Agency Amendment 
WaJhington, DC 20460 Other 

Application for Pesticide - Section I 
t. Company/Product Number 2. EPA Product Menagor 3. Propo8od C!ltulfic•tion 
70127-6 Sheryl Reilly 

DNono D Rastrictod 
4. Company/Product {Name) PM# 
Novozymes Biologicals ffaegro Technical 92 

5. Nome and Addreu of Applicant (lncfudo ZiP Code} 6. Expedited Review. In accordance with FIFRA Section 3{c){31 

Novozymes Biologicals Inc. lbllil, my product Is similar or identical In composition and labeling 

5400 Corporate Circle to: 

Salem, VA 24153 " EPA Reg. No. 

D Chock ff this i$ 11 mrw addrsss Product Name 

Section - II 

D Amtmdment- Exploin below, D Final printed labels in rospona11 to 
Agency Iotter doted 

D Resubminion in reaponsn to Agency letter doted D "Me Too" Application. 

D Notificotion- Explain below. ~ Other· Explain below. 

Explanation: Uso lldditionul page{sllf naceosary. {For snction 1 ond Section 11./ 

1. Submission of revised CSF in accordance with Agencye-mails dated 13-21 July, 2009. 

Section - Ill 
t. Material Thio Product Will Ba Pockaged In: 

Child-Resistant Packaging Unit Pockeging Water Soluble Peckeging 2. Type of Container 

@v .. · rav .. ~ 
v .. ~M"o No No 

Plaetic 
No Glau 

• CsrtifiCIItion must If "Yes" No. pnr If "Yes" No. per Paper 
Unit Packaging wgt. container Pockoge wgt container Other {Spocify) 

bssubmittod 
I 

3. Locution of Net Content• Information 4. Sizals/ Rotuil Contoiner 5, Location of Label Directions 

D I8J Container 250 or 500 gal. 8 OnLabol 
Labal On Labeling occompenying product 

6. Manntr in Wl'lich Label i• Affixed to Product 8::: 
Uthograph 0 Other 
Paper feluod 
Stonc:i od 

Section - IV 
1, Contoct Point (Compfotll Items diu1ct{y bll}ow for id11ntifir;ution of individufll ro bs conroctod, ff nocouary, to proc.n this .ppffcation.) 

~---

N~o Title Telophono No. {lr-c'v<.l"' Area Code] 
Thomas Schreier, tasc@novozymes.com Regulatory Affairs Mgr. (540) 302-llSI:i 

Certificati-on 6, Dote Appiicetion 

1 r;artify that tho statements I hovo modu on this form end ell attachment; thoruto ere true, accurate and corr.;Jiuto. Rncoived 

1 acknowledge that any knowingly false ot misleading atetamont moy be punishoblo by fino or imprisnnmont r-r {,Sto;>r.tped) 
both under applicable law, 

2. S;gMMO ~ 3. Title 

'-~k~/ -,_/U.C.;~,_~ Regulatory Affairs Manager 

4. Typed Name 5. Datu 

Thomas Schreier 7/28/2009 

.. 
EPA Form 8570-1/Rev. B-94/ PtOVIOU8 ud1tJons ate obsolete. 'White • EPA File Copy lorlglnal/ YeQow ·Applicant Copy 195



Taegro Technical (#70127-6)- Allowed Time For Follow-Up Data Submission 
Jeannine Kausch to: Sheryl Reilly 07/21/2009 o t:56 PM 

Hi Sheryl, 

I have a PRIA action for Taegro Technical (EPA Reg. No. 70127~6; ai: Bacillus subtilisvar. 
amylo!iquefaciens), which will be due in mid-August. This is a formulation amendment where the 
registrant has requested to move their manufacturing facility from Germany to Virginia and update the 
product name. However, although this was considered a PRIA action, it also came in with no data. The 
registrant is aware that they need to submit a 5-batch analysis with production batches from their new site, 
but they will not start producing these new batches until the manufacturing facility switch is approved by 
the Agency (which is why they did not submit the relevant data with this particular action). 

Alan inquired several weeks ago, during one of the management meetings I believe, and confirmed that 
we could approve the registrant's request provided no other issues came to light. He also established that 
we would need to ask for the 5-batch analysis as a term in the acceptance letter. 

Question: The registrant has proposed that they could get the Agency the 5~batch analysis within 18 
months of this amendment's approval. Do you believe this is acceptable (Alan wanted me to verify with 
you)? For some registrations where manufacturing has not yet been initiated, which would be 
applicable in this case, we have allowed up to 30 months (Aspergillus flavus) for submission of a 
5-batch analysis. 

Thanks, 

Jeannine 
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RE: Taegro Technical (EPA Reg. No. 70127-6)- Revised CSF [l 
Jeannine Kausch to: TASC (Tom Schreier} 07121/2009 09:28AM 

Hi Tom, 

Thanks for the prompt response to my questions. I will begin drafting the acceptance letter for the 
formulation amendment based on the information that you have provided me. Once I complete the draft, I 
will send it through you just to confirm that the time frame outlined for the 5-batch analysis is acceptable to 
Novozymes. Prior to sending anything up for management approval, I will have to have the revised CSF in 
hand; however, I don't see a problem if you send this information to the Agency when you get back from 
your travel. 

Thanks, 

Jeannine 

"TASC (Tom Schreier}" Hi Jeannine, We have updated the CSF an .. 

From: 
To: 
Date: 
Subject: 

Hi Jeannine, 

"TASC {Tom Schreier)" <tasc@novozymes.com> 
Jeannine Kausch/DC/USEPA/US@EPA 
0712012009 06:38PM 
RE: Taegro Technical {EPA Reg. No. 70127-6)- Revised CSF 

0712012009 06:38:18 PM 

We have updated the CSF and have placed the ingredient into a culture 
collection last week. I had to travel prior to being able to send the revised 
CSF into you. I will be back next week and you should have the document on 
Tuesday or Wednesday. We will be able to complete 5 batches within 18 months. 
I would call but am unable to get reception. If you require the CSF sooner, I 
will be in France on Thursday of this week and can send it by e-mail then. 

Thanks for your help. 

Tom 

Best Regards 
Tom Schreier 
Regulatory Affairs Manager 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 

Salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc@novozymes.com 

Novozymes Biologicals, Inc. (reg. no. :54-2042079). Registered address: 
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 23060-6802, 
united States of America 
This e-mail {including any attachments) is for the intended addressee(s) only 
and may contain confidential and/or proprietary information protected by law. 
You are hereby notified that any unauthorized reading, disclosure, copying or 
distribution of this e-mail or use of information herein is strictly 
prohibited. If you are not an intended recipient you should delete this e-mail 
immediately. Thank you. 
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-----Original Message-----
From: Kausch.Jeannine@epamail.epa.gov [mailto:Kausch.Jeannine@epamail.epa.gov 
I 
Sent: Monday, July 20, 2009 12:54 PM 
To: TASC (Tom Schreier) 
Subject: RE: Taegro Technical (EPA Reg., No. 70127-6) - Revised CSF 

Hi Tom, 

I am trying to get a quick update on this action (from your end) as I 
would like to begin drafting the acceptance letter for your request; 
however, I still need some key information that has not yet been 
provided. 

1) Following up on one of the questions that you posed about culture 
collection deposit ... Does Novozymes currently have the active ingredient 
for Taegro Technical deposited in a recognized culture collection? If 
not, I will include this as a requirement (along with the request to 
provide documentation and a revised CSF) in the amendment letter. 
Furthermore, if this active ingredient is not currently on deposit, is 
this something that could be accomplished within 45 days of an 
acceptance letter? 

2] I still need you to provide me with a reasonable estimation of how 
long your company needs to produce 5 batches, complete the analyses of 
these batches, and provide EPA with the relevant information. A due date 
will be established in the acceptance letter. 

3) Status of the revisions requested on the CSF? 

I would like to attempt to get your action completed well in advance of 
the PRIA due date, which is why I keep pressing for the additional 
information. 

Thanks, 

Jeannine 

From: Jeannine Kausch/DC/USEPA/US 

To: "TASC [Tom Schreier)" <:tasc®novozymes.com> 

Date: 07/15/2009 05:31 PM 

Subject: RE: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF 

Hi Tom, 

Thanks for the reply to my initial emails. To answer the questions that 
you posed below: 

#1) You do not have to deposit the active ingredient prior to revising 
the CSF (for this action). However, if you do not currently have this 
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active ingredient in a recognized culture collection, I will add the 
requirement to do so within a particular amount of days in the 
acceptance letter for your pending formulation amendment. When the 
active ingredient is deposited into a culture collection, the 
requirement would ask the company to provide us with documentation 
showing the identification number and place of deposit. Concurrently, 
you would need to submit a revised CSF indicating the new culture 
collection identification number. 

#2) You can keep the new revised certified limit (lower) for this 
product as it is still within the previously approved range (and it 
makes sense based on the percentage of impurities at the upper certified 
limit). When you resubmit this revised CSF back to the Agency, be sure 
to include your short justification for the change in supporting 
documentation or the cover letter. Also keep in mind that this new lower 
limit would become legally binding upon acceptance of this CSF. 

**Also, please be Sure that this change would not affect the lower limit 
of activity provided near the signature block at the bottom of the CSF. 

Hopefully, I've addressed your questions but should you need further 
guidance, let me know! 

Thanks, 

Jeannine 

From: "TASC (Tom Schreier)" <tasc@novozymes.com> 

To: Jeannine Kausch/DC/USEPA/US@EPA 

Date: 07/15/2009 04:23 PM 

Subject: RE: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF 

Hi, 
In #l below, a.i. was changed to air and went out before I could stop 
it. 

Best Regards 
Tom Schreier 
Regulatory Affairs Manager 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 

Salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc@novozymes.com 

Novozymes Biologicals, Inc. (reg. no. :54-2042079). Registered address: 
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 
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23060-6802, United States of America 
This e-mail (including any attachments) is for the intended addressee(s) 
only and may contain confidential and/or proprietary information 
protected by law. You are hereby notified that any unauthorized reading, 
disclosure, copying or distribution of this e-mail or use of information 
herein is strictly prohibited. If you are not an intended recipient you 
should delete this e-mail immediately. Thank you. 

-----Original Message----­
From: TASC (Tom Schreier) 
Sent: Wednesday, July 15, 2009 4:21 PM 
To: 'Kausch.Jeannine@epamail.epa.gov' 
Subject: RE: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF 

Hi Jeannine, 

I am redoing the CSF now but have two questions: 

1. If the air. is not in a culture collection at this time, must we 
deposit it prior to completing the CSF? 
2. The lower limit was raised to match the total of the maximum amount 
of impurities. We can keep it at the previous number if that would be 
better. Do you have a preference? 

Let me know what you want us to do. 

Thanks, 
Tom 

Best Regards 
Tom SchYeier 
Regulatory Affairs Manager 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 

Salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc®novozymes.com 

Novozymes Biologicals, Inc. (reg. no. :54-2042079). Registered address: 
Commonwealth Legal Service Corporation, 4701 Cox R, Glen Allen, VA 
23060-6802, United States of America 
This e-mail (including any attachments) is for the intended addressee(s) 
only and may contain confidential and/or proprietary information 
protected by law. You are hereby notified that any unauthorized reading, 
disclosure, copying or distribution of this e-mail or use of information 
herein is strictly prohibited. If you are not an intended recipient you 
should delete this e-mail immediately. Thank you. 

-----Original Message-----
From: Kausch.Jeannine@epamail.epa.gov 
mailto:Kausch.Jeannine@epamail.epa.gov] 
Sent: Tuesday, July 14, 2009 10:41 AM 
To: TASC (Tom Schreier) 
Subject: Fw: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF 
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Hi Tom, 

My apologies for the follow-up email and any confusion I might have 
caused, but please disregard my first comment below speaking to 
resubmission of Taegro Technical's label. I was given a bunch of 
documentation and have found your original request from November 2008. I 
will take care of your request associated with the label as soon as 
possible. I would ask that you still address points #2 and #3 below, so 
that I may progress forward with your formulation amendment request. 

Thanks, 

Jeannine 
Forwarded by Jeannine Kausch/DC/USEPA/US on 07/14/2009 10:34 AM 

From: Jeannine Kausch/DC/USEPA/US 

To: "TASC (Tom Schreier)" <tasc®novozymes.com> 

Date: 07/13/2009 03:25 PM 

Subject: Taegro Technical (EPA Reg. No. 70127-6) - Revised CSF 

Hi Tom, 

I've been assigned to see your request for a revised CSF (w/ updated 
name and manufacturing facility), with a PRIA due date of 08/27/2009, 
through the process. Although this is a unique request in that it is 
considered a PRIA amendment (B680) yet the submission did not come in 
with any data, I've talked with my team leader, Alan Reynolds. He 
mentioned that we could approve your request and require the analysis of 
5 batches as a condition, and that this would be explained in the 
acceptance letter. However, before I send an acceptance letter forward 
for management approval, I will need you to initiate a few items and 
answer one question. 

1) In the cover letter accompanying the B680 amendment, you mention that 
a label was submitted in November 2008 to reflect the name change that 
will also be seen on this new CSF. I see indication that something was 
submitted in 2008, but it does not look like the Agency ever approved 
(or even took action) on what was submitted. Would you please resubmit 
your labels, for this product only, as a fast track amendment (non-PRIA) 
and describe what you would like to change on this technical product 
label? I still work on fast track labels and will ensure that this 
amendment gets processed and completed in a timely manner. 

2) With your amendment submission, you enclosed a Confidential Statement 
of Formula, which seems to be correct for the most part. However, I will 
you need to make a few minor corrections and resubmit a revised version 
as soon as possible (no CBI is revealed in this email because of the 
unsecured means of communication) : 
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In box #5, please change "Sheryl Reilly, Ph.D." to "Sheryl Reilly I 
92." 
In box #10 for the active ingredient, can you indicate the culture 
deposit number? 
In box #10 and for the last "ingredient," please indicate "CAS 
Number: NA" as is done for the other ingredients. 
For both of the impurities, please do not include a lower limit ( 
http://www.epa.gov/pesticides/biopesticides/regtools/biopest_csf.pdf 
- see page 10}. Please just leave a dash in this space for both of 
these values as was done on the CSF dated May 4, 2007. 
Please ensure that all values in columns l3a, l3b, l4a, 14b (except 
for the lower limits of the impurities) are taken out to the tenths 
place. 
Please provide a brief justification for· the change in the lower 
certified limit for the active ingredient. 
Please ensure the CSF is resigned, dated, and sent back to the Agency 
to my attention along with the justification mentioned in the 
previous bullet. 

3} Please provide me with a reasonable estimation of how long your 
company needs to produce 5 batches, complete the analyses of these 
batches, and provide EPA with the relevant information (e.g., 1.5 
years). A solid date will go into the acceptance letter, which is why I 
am asking you to provide a reasonable time frame. You can answer this 
question via email. 

Thanks for your assistance and cooperation with the above matters! Let 
me know if you have any questions. 

Jeannine 

703-347-8920 
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UNITED STATES ENVIRONMENTAL PRDTEC, ,QN AGENCY 
WASHINGTON, D.C. 20460 

May 11,2009 

OPP Decision Number: D-40951 0 
EPA File Symbol or Registration Number: 70127-6 
Product Name: TAE-TECHNICAL 
EPA Receipt Date: 06-Apr-2009 
EPA Company Number: 70127 
Company Name: NOVOZYMES BIOLOGICALS, INC. 

THEODORE MELNIK 
NOVOZYMES BIOLOGICALS, INC. 
5400 CORPORATE CIRCLE 
SALEM, VA 24153 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has detem1ined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B680 

AMENDMENT;NON-F AST TRACK;MICROBIAUBIOCHEMICAL; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 

Sincerely, 
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Print Letter 

Enter More Information 

Tracking 

Na_me::}f AE-TECHNICAL 

·Me Trio -­
Producf Name: 

-~~pl~;rt;on--D~e; )53-Apr-2009 

fr~~:Erid·-Dafe:- }Js-Apr-2oo9 

"J:FS_DUe Dale: ,-.­

opP'-ft'lJg~ifDert~; r~~~,---­

--F~~'_nack: -r---

1.!211 OPI' Rec'vd Date: ')Js-Apr-2009 

1m j Risk Manager Send Date: P2-Apr-2009 

Negotrated Due DOO:e: 

NewJngredJeni: J 

Rece'iPrConrent ·_ Des 
}5th~r-: ,, -- --- '---- ~SmechangefromT, 

< > 
View/Edit 
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Reque::l Date: 
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' 

D~ 
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New Ingredient .,----­
Received Date: 

Signcl:ure Dcle: ,-----

Cs,c • .. o~~ 10 k ~,~. 

~ ~ Y<~l-. 

0 )1 ~. s4s- , 

j;::f(J;;j 
\ 

\ 
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novozymes• , 

April3, 2009 

Taegro Technical EPA Registration No. 70127-6, Submission of Revised CSF 

Shauaz Bacchus 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7504P) 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Dear Ms. Bacchus, 

Rethink Tomorrow 

In November 2008 Novozymes submitted a request for a name change and submitted new labels for the 
product TAE Technical, EPA Registration Number 70127-6. The new name for the product is Taegro 
Technical. At this time Novozymes is pleased to submit a new CSF reflecting the new name. 

In addition to changing the name of the product Novozymes is moving the manufacturing site of the 
product from Germany to the Novozymes Facilities located in Salem, Virginia. All facets of the 
production ofTaegro other than location remain unchanged. Once the new manufacturing location is 
approved and production initiated, Novozymes will submit the results of the analysis of 5 batches of 
product to the US EPA. 

Please fmd enclosed the following documents: 

• One copy of EPA form 8570-1, Application for Pesticide. 
• On copy of EPA form 8570-4, Confidential Statement of Formula dated 5/4/07. 
• Two copies of EPA form 8570A, Confidential statement of Formula dated 4/2/09. 
• One copy of the confirmation of the payment ofthe PRIA fee. 

lfyou have any questions or need any assistance in this matter, please contact me in Roanoke VA at (540) 
302-1186 or by e-mail at: tasc@novozymes.com. 

Sincerely, 
~ F/.'?' __ c ·~~~/"' 
-----ex:~~"'_,._...,::~ ~ " ,__«~~ L--­

Thomas Schreier 
Regulatory Affairs Manager 
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f!:"~"tNMtnH:tiOtzj on,..,.,._, Ju,for. £1 •riQI form. F2rm AJa~tove<. ... MB No. 2070.0060 • ' •. -·-·' ---- -;o 

Unltad SteUis ~ Registration 
OPP klentlfler Number 

&EPA Environmental Protection Agency Amendment 
We•hington, DC 20450 Other 

Application for Pesticide ~ Section I 
1. Cempany/Product Number 2, EPA Product Manager 3. Proposed Clanificetien 
70127-6 Shanaz Bacchus 

DNon. 0 Rutricted 
4. Company/Product (Neme) PMI 
Novozymes Biologicals /Taegro Technical 

5. Nama and Addre" of Applicant (lnr:lude ZJP Codo( 6. Expedited Review. In accordance with FIFRA Section 3(c){3) 

Novozymes Biologicals Inc. lbHil, my product is similar or identical in composition and labeling 

S400 Corporate Circle to: 

Salem,VA24153 D EPA Reg. No. 

D Check If this is a new addross Product Name 

Section - II 

D Amendment • Expleln below, D Final printed labala in recponoe to 
Agency letter dated 

D Rusubmiaeion In r118ponae to Agency latter daUid D "Me Too'" Applic:atien. 

D Notification· Explain btllow. [3] Other· Explain below, 

Explanation: Uaa Ddditional pagelsl if necelilsary. !Fer soction lend Sec-tion II.) 

1. A revised CSF to support the name change from TAE Technical to Taegro Technical is being submitted at this time. 
2.1n addition to the proposed name change the site of manufacture is also be changed. 
3. Ms. Bacchus has indicated that this action was to be assigned PRIA code 8680, Label amendment requiring data submission. 

Section - Ill 
1, Material Thie Product WIU a. Pack11gad In: 

Ch~d·Re11iatent Packaging Unit Packaging Water Solublo Packeging 2. Type of Container @y,• ~y,. ~ 
Yoo 

§M"" No No No 
Plutic 
Gla .. 

• Cortification must If ·v •• • No, per If "Ye11" No. per Peper 
Unit Pac:koging wgt. container Packege wgt conla'rner Othar ISpec'1fy) 

btl submitted 
I 

3. locatien of Net Content• Information 4. Slzelsl Retail Container 5, lecetion of label Diractione 

D l8J Container 250 or 500 gal. 8 Onlabal ... ,. On labeling accompanying product 

6. Manner in Which Label i• Affixed to Product iE Uthograph U Other 
Paper;.:ued 
Stene" ed 

Sectlon -IV 
1. Contact Point {Complote ittJms diroctly b-'ow for idontfficstion of fndividut~/ to b• contactod, If n•co&$tlfY, to proc~ this t~ppficarion.j 

N~o Title Telephone No. Unclude Ateo Code) 
Thomas Schreier, tasc®novozymes.com Regulatory Affairs Mgr. (540) 302-1186 

Certification 6. Dote Applicotion 

1 certify thut the statnmant11 I hava made on this form and all att11chments thateto ura trtJe, eccurata and complet<o. Recolved 

lecknowledge that eny knowingly fulae or misleading ;.tetoment muy ba punishablo by fine or impri~<orunant or (Stamped) 
both under epplicable lew. 

2. Signatura 
~ 

3. Titla 

~:_~Z&c.~c~L-- Regulatory Affairs Manager 

4. Typed Name 5. Date 

Thomas Schreier 4/3/2009 

.. EPA Form D57o-1 !Rev. 8-94) PrOVlOUe ad1tron1 sre obselete. White • EPA F1lco Copy lorlglnall Yellow • AppDcant Cepy 206



~ay.gov- Online Payment 

Q~-~~~-~- ~-~y~-~~~~~---· ---------~_, ____ ---------- --
Step 3: Confirm Payment 

Thank you. 
Your transaction has been successfully completed. 

Pay.gov Tracking Information 

Application Name: PRIA Senlice Fees 
Pay.gov Tracking ID: 24VCMC1R 
Agency Tracking ID: 74067947580 

Transaction Date and Time: 0410312009 09:23 EDT 

Payment Summary 

Page 1 of 1 

1 1213 

Address Information 
Account Holder Thomas 

Name: Schreier 

, Ac:~.Q~O.-~ l~forfT!_a!!<>~- ·----- _______ _ 
Card Type: Master Card 

~-~Y!!l~1_1_t -~ 1_1for~C!!i 9f!. 
Payment Amount: $4.410.00 

Card Number: ***"*******"4004: Transaction Date 04103/2009 
5400 Corporate _ 

Billing Address: Cir. · 
Billing Address 

2: 
City: Salem 

State I Province: VA 
Zip I Postal Code: 24153 

Country: USA 

Decision Number: and Time: 09:23 EDT 

Registration 70127_
6 Number: 

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html 4/3/2009 
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Shanaz 
Bacchus/DC/USEPA/US 

08/13/2008 08:26 AM 

To Linda Roberts/DC/USEPA/US@EPA 

cc Susanne Cerre!li/DC/USEPA/US@EPA 

bee 

Subject Fw: B. subtilis Products- Taegro 

linda, please check among our PER§ databases to see if there are any for the products 
listed below. I am copying Susanne m case it is one of her cases. 
If either of you find the DERs, please send them on to Tom, and let me know that the task is 
complete. If not, can we find the DERs? 
Thanks for your help, 
shawn 
Washington D.C. 20460 
Phone: 703-308-8097 

----- Fotwarded by Shanaz Bacchus/DC/USEPA/US on 08/13/2008 08:20AM---­

"TASC (Tom Schreier)" 
<tasc@novozymes.com 
> 

08/12/2008 05:33 PM 

Ms. Bacchus, 

To Shanaz Bacchus/DC/USEPA/US@EPA 

ee 

Subject RE: _Met 52 Products- Taegro 

,The need for DERs for New York is to support the registration of the 
_ .··,:pesticide Bacillus subtilis var. Amyloliquefaciens Strain FZB24. 

<\ (" b l.f. The current Novozymes Biologicals Inc. registration numbers are ll / - 70127-5 and 70127-6. The original EPA registration numbers were 
72098-5 and 72098-6 and the company name was Earth Biosciences Inc. 

The MRID numbers are 447581-21 through 447581-27 JD {· 12;;. -/-vJ 
I would appreciate any help that you can provide. r{r _ f j 

1 
,jf./\).:}.1: S.~.-4 

Thank you, 
Tom 

Best Regards 
Tom Schreier 
Regulatory Affairs Manager 

Novozymes Biologicals, Inc. 
5400 Corporate Circle 

Salem VA 24153 United States 
Phone: +1 540 302-1186 
Mobile: +1 540 556-7086 
E-mail: tasc@novozymes.com 

~f{-1-!- 1 (/ f_­

~ JJI P) 

Novozymes Biologicals, Inc. (reg. no.: 54-2042079} . Registered 
address: Commonwealth Legal Service Corporation, 4701 Cox R, Glen 
Allen, VA 23060-6802, United States of America 
This e-mail (including any attachments} is for the intended 
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addressee(s) only and may contain confidential and/or proprietary 
information protected by law. You are hereby notified that any 
unauthorized reading, disclosure, copying or distribution of this 
e-mail or use of information herein is strictly prohibited. If you 
are not an intended recipient you should delete this e-mail 
immediately. Thank you. 

-----Original Message-----
From: Bacchus.Shanaz@epamail.epa.gov 
[mailto:Bacchus.Shanaz@epamail.epa.gov] 
Sent: Tuesday, August 12, 2008 2:47 PM 
To: TASC (Tom Schreier) 
Subject: RE: Met 52 Products - Taegro 

I got your voicemail and looked at the letter in the FOIA email. 
The 
studies cited are 447581-21 thru -27. Do you need DERS for these 
studies? The DERs I have are in the 448447-20 series which were 
submitted more recently ( eviewed between 2001 - 2003). 

If you send me the following, I'll look around for the reviews. 
Registration #, 
PC Code and 
MRID #s 

However, if they are from a product registered to a previous 
company, 
the jackets and DERs may not be readily available. 

Sincerely, 
Shanaz Bacchus, Chemist 
USEPA/OPP (Mail Code 7511P) 
Biopesticides and Pollution Prevention Division 
1200 Pennsylvania Ave., N.W. 
Washington D.C. 20460 
Phone: 703-308-8097 
Fax: 703-308-7026 
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(p r? 

Material to be added to a Mini-Jacket 
(in the case where an e-Jacket exists) 

Reg.No. 7017!.?-C 

Send to SIG: check box W 
This material is: 

r: New stamped-accepted label 
~NewCSF 

:;;;r/Notificati on 
[: Final Printed Label 
= Other ------------------------------

instructions: Attach this notice on top of the 
material. It must be clipped all together and 
there should be NO STAPLES in the material. 
Then~give the material with this coversheet to 
staff in the Information Services Center (Room 
230). 

Reviewer's Name: Nnc~""J f3c.,Nf"''"J­
; 

Ph on e : 3N;- r.· 7 :2 11 D i vis ion : _j]£:/.'-''/J'-L_ __ _ 

Current as oi Wednesday, l'vlarch 01, 2006 

210



SYMBOL 

SURNAMe: 

CATE 

UNITED .TATES ENVIRONMENTAL PROTECTIOh ~GENCY 

Novozymes Biologicals, Inc. 
do Carrie Daniels 
Exponent 
1730 Rhode Island Avenue 
Suite 1100 
Washington, D.C. 20036 

Subject: Product Name: TAE-022 Technical 
EPA Reg. No: 70127-6 
Application for Notification Dated: May 5, 2007 

Dear: Ms. Daniels: 

The Biopesticides and Pollution Prevention Division is in receipt of your 
application for Notification under 98-10 dated above. A preliminary screen of this 
request has been ~onducted for its applicability under PRN 98-10 and it has been 
determined that the action(s) requested fulls within the scope ofpRN 98-10. Our records 
have been duly noted, and the Confidential Statement of Formula, dated 5/4/07, 
submitted with this application will be placed accordingly in our reco~s. 

Questions concerning this action should be directed to Andrew C. Bryceland at 
(703)305-6928 or email at bryccland.andrew@ep.gov. 

.. 2:D.!P. ....... ....... ·········- ·················· 
f!:,_ I ' ·?tL:AJ.t:>.J. ................. ................. 
5' :J_:);.. i 1)-"'J.-

Sincerely, 

Sheryl K. Reilly, Ph.D., Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 

CONCURRENCES 

................. .................. ........... ...... 

. ............... ..... u .......... ................. 
. ................. 
................ -

. ................ 
. ................. 

EPA Fcnn 1320-1A (1190) Printtd on Recycled Pa ' 
OFFICIAl. Flt.E COPY 
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v 

:t.;xponen 

May4, 2007 

Mr. Leonard Cole 
Microbial Pesticides Branch 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division (7504P) 
Document Processing Desk (NOTIF) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, Virginia 22202-4501 

Expoucut 
t7JO Rhode lsbnd Ave., NW 
Suite ttoo 
Woshington, DC "-0036 

telephone "-0"-772-4900 
facsimrle 20"--772-4~7~ 
www.exponent.com 

Subject; Notification Submission to Update Registrant Information on Basic Confidential 
Statement ofFormula 
TAE-022 Technical, EPA Reg. No. 70127-6 

Dear Mr. Cole; 

On behalf ofNovozymes Biologicals, Inc. (5400 Corporate Circle, Salem, VA 24153, EPA 
Company Number 70 127), Exponent, Inc. is submitting a notification pursuant to PR Notice 98-
10 to update the registrant information listed on the Basic Confidential Statement of Formula for 
the technical product TAE-022 Technical, EPA Registration Number 70127-6. In support of 
this action please find enclosed the following documents: 

• Cover letter; 
• Completed 8570-1 form; 
• Updated Basic Confidential Statement ofFormula (2 copies); and 
• Copy of previously approved Basic Confidential Statement ofFormula. 

Novozymes recently acquired the registration for TAE-022 Technical from Earth BioSciences 
and is updating the CSF to reflect Novozyrnes as the registrant. 

This notification is consistent with the provisions of the PR Notice 98-10 and EPA regulations 
at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula of this product. I understand that it is a violation of 18 USC Sec. 1001 to 
willfully make any false statement to the EPA I further understand that if this notification is 
not consistent with the terms ofPR Notice 98-10 and 40 CFR 152.46, this product may be in 
violation ofFIFRA and I may be subject to enforcement action and penalties lillder sections 12 
and 14 ofFIFRA. 
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Mr. Leonard Cole 
May4, 2007 
Page2 

Should you have questions regarding the above information, please contact me via telephone at 
(202) 772-4916 or via email at cdaniels@exponent.com. 

Sincerely, 

r-·'",. 
l/L/ , ___ ,_, -'-: _ _/;:-. /.>./~\ 
Carrie Daniels 
Authorized Representative of 

Novozymes Biologicals, Inc. 

Enclosures ( 4) 

cc: Shawn Semones, Novozymes Biologicals, Inc. 
James Messina, Exponent 
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t:;2ase read instructions on reverse before con .. ng form_ Form Approved. OMS No_ 2070-0060 

Unitod Stotas ~:~~:1~::~ 
QPP {d~ntilier Numbor 

&EPA Environmental Protection Agency 
W11~hington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Numbor 2. EPA Product Monagor 3. Proposed Classification 

70127~6 Leonard Cole 
UNono U Ao9tricted 

4. Company/Product {Nama! PM# 

Novozymes Biologicals, Inc./ TAE-022 Technical BPPD 
-~-~~---~---~~ 

5. Nnme and Addro99 of Applicant lfncludo ZIP Coda) 6. Expedited Reveiw. In accordance with FIFRA St!ction 3{c){3J 

Novozymes Biologicals, Inc. (b){i), my product is similar or identical in compo,;ition a.1d labeling 

5400 Corpora!e Circle to: 
Salem, VA 24153 EPA Reg. No. 

D Ch11ck if this is a now oddross Product Name -Section - II 

u Amondmant - E,.p!ain bo!ow. LJ Fino! printed !ebe!s in ropsonse to 

D D 
Agoncy !otter dated -- ~ -~ 

Resubmission in responso to Agency tetter doted "Mo Too" Appflcotion. 

0 Notilic11tion- Explain below. D Othar- E:cp{ain be! ow. 

---~- ~-~--

E)(p!anation: Use additionol pego!sl it nocossory. (for saction ! ond Soction II.{ 

Submission of an Updated Basic Confidential Statement of Formula pursuant,lq ft~~ N~UC\' ~~&-!~p,,,,, "--~~ ~~ 
t~·-::;v g :~r-- J·~ __ ,y:-'\ ~ ;;:~J~ 1 
P3-G~hJGd 8.;}:[ !:',!(;t Ficvt: ~ :,:,c:a-

Section - Ill f'O C"-'~ '""'. 
MAl " .0 2IJl!T 

~ ~·-'-"'• 

1. Materia! Thi• Product Will Be Pockogod !n: ----
-~ 

Child-Resistant PackaginQ Unit Packaging Wet6r Soluble Packoging 2 

T'T~!!i:":_8;;{J;l =f" UYe5 B y., Mat11l -~~· 

P!ostic 
No I ! No No Glon '----' 

• CfJrlificati'on must !t "Vas" No. per !f "Yes" No. p6r Paper 
Unit Packaging wgt. container Package wgt containor Othor {Spacity) 

be submftted 
I 

~~-

3. locstion of Net Contflnts lnrormotion 4. Size]s! Retail Containar 15. Locetion of L6be{ Diroctions 

Labo! J I Containor LJ 
6. Manner in Which Label is Af{ixed to Product UUthogreph u Other 

Papar.Riuad 
Stoncl &d 

Section -IV 
{. Contact Point (Camp)uto iroms d;roclfy hefow for idtmr;ficati'on of individuaf ta bs conlacrod, if nqcossory, ro procoss rhis (lf)plcarion.l 

Name Titlt1 Tahtphone No. {Include Are11 Code) 

Carrie Daniels Authorized Representative 20H72-4916 

Certification ! 5. Deto Application 

! cortifV that the statements I hava made on this form and all ett&chments tharato ere true, accurete and comp!ate. RaceivJd 

{ ocknow!adge that any know!ingl!y falso or mist eliding stetament may bo punishob!a by fino or imprisonment or (Stamped) 
both under applicable law. 

''t~o \~ \ 3. Title 

tJ(/tA~-~ ·veo xJ Authorized Representative 
4. Typed Name 5. Date 

Carrie Daniels ~',Y\,~l 

~ ~ 

EPA Form 8570·1 !Rev. 3·94) Pr!!Vlous od111ons are obsoloto. ~ ~ 

Yallow · ArPIICtlllt Copy 
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JNITED STATES ENVIRONMENTAL PRL. 2CTION AGENCY 
WASHINGTON, D.C. 20460 

MR. THEODORE MELNIK 
NOVOZYMES BIOLOGICALS, INC. 
5400 CORPORATE CIRCLE 
SALEM, VA 24153 

Dear Mr. Melnik: 

December 7, 2006 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

Subject: Transfer of Pesticide Registrations and Data From Company Number 72098 to 
Company Number 70127 

Pursuant to your request in your letter and transfer agreement of October 20, 2006 and 
subsequent information received on December 4, 2006, we have approved the transfer of the 
following registrations and data from EARTH BIOSCIENCES INC., company number 72098 
to NOVOZYMES BIOLOGICALS, INC., company number 70127. 

The effective date of these changes is the date of this letter. 

Old EPA New EPA 
Registered Products Reg. No. Reg. No. 

BEETLEBALL TECHNICAL 72098-4 70127-4 

TAEGRO 72098-5 70127-5 

TAE-TECHNICAL 72098-6 70127-6 ... 

TAE-001 TECHNICAL BIOINSECTICIDE 72098-7 70127-7 

TAENURE GRANULAR BIOINSECTICIDE 72098-8 70127-8 

TICK-EXG 72098-12 70127-9 

TICK-EXEC 72098-13 70127-10 

You should indicate the new company designation, new EPA Registration Number and 
new Establishment Number (if it has changed) on the labeling at the next printing which should 
occur no later than 18 months after the effective date of this transfer. After 18 months, any 
product released for shipment must bear the new Registration Number and Establishment 
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Number. If you intend to use the labels which currently appear on the transferor's product after 
the effective date of the transfer, but within the 18 month grace period, you must maintain 
complete and accurate records which identify by batch number, lot number, or other suitable 
description the quantities of such product bearing the transferor's label. Each container or 
package bearing the transferor's label which is released after the effective date of product 
registration transfer, must be clearly and .accurately marked with the batch number, lot number or 
other descriptive designation used to identify the product in your records. 

Supplemental distribution agreements of registered products do not transfer with the 
Section 3 registration. It is your responsibility as the registrant to notify any and all supplemental 
distributors of the transferred product(s) of this transfer agreement. If you wish to enter into 
supplemental distribution agreements of your product(s) under this new registration, the form 
"Notice of Supplemental Distribution of a Registered Pesticide Product," EPA Form 8570-5, 
must be submitted to the Agency for each supplemental distributorship. 

You are required to contact your local EPA Regional Office to determine what effect this 
transfer of pesticide registrations has on the pesticide production establishment registration. 

It will not be necessary to submit labeling for review if the only changes are in the 
company designation and the EPA Registration Number. Other changes in the product and/or 
labeling may require EPA review and approval prior to initiation. In any correspondence on 
these products always refer to the U.S. EPA Registration Number listed above. 

The transferred registration will have the same status under the Federal Insecticide, 
Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transferred from one company to a second company, all 
restrictions, data requirements, conditions (suspensions), and deadlines existing on the 
registrations are transferred with the registrations. The new company is responsible for adhering 
to or complying with all such restrictions, etc. on the acquired products. 

In regard to deadlines, the transferee company is responsible for submitting all required 
data according to the schedules already established for the acquired products. Failure to do so 
will result in the issuance of a Notice of Intent to Suspend. Requests from transferee-companies 
for additional time to submit, because they acquired the registration(s) after the 3( c)(2)(B) 
request was issued will not be granted. If a transferee company has other valid reasons for delays 
in the testing which were clearly outside of their control, then such requests for time extensions 
will be considered in accordance with the established procedures. Transfers occurring while a 
3(c)(2)(B) request is being issued or during the 90-day response time are subject to the same 
conditions expressed above. 

Registration is in no way to be construed as an endorsement or approval of these products 
by the Agency. In order to protect health and the environment, the Administrator, on his motion, 
may at any time suspend or cancel the registration of a pesticide in accordance with FIFRA. 
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Furthermore, i.. _transfer of the subject registrations is a_pt'roved under the condition that 
the annual maintenance fee obligation has been fully satisfied. The marginal maintenance fee is 
determined based solely on the total number of active section 3 and section 24( c) registrations 
held by the transferor. If the annual maintenance fee has not been fully satisfied, the transferee 
and transferor will be notified to comply within a specified time period or the affected 
registrations may be canceled. 

The Agency acknowledges it has received a request for data transfer dated October 20, 
2006 and subsequent information received on December 4, 2006 to transfer data ownership from 
the transferor to the transferee. The data transfer is effective the date of this letter. After this 
date NOVOZYMES BIOLOGICALS, INC. will be considered the data owner. This action 
will not automatically reflect on the Data Submitters List. If you want to be added to the Data 
Submitters List, you must submit a request to: 

Document Processing Desk (DSL) 
Office of Pesticide Programs (7504P) 
U.S. Enviromnental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania A venue, NW 
Washington, DC 20460 

By copy of this letter we are informing the transferor of these changes. If you have any 
questions about this transfer approval please contact Evelyn Alston at (703) 305-5058. 

Sincerely, 

1/~~i£~ "l 
Kathryn S. Bouv hief 
Information Services Branch 
Information Technology & Resource Management Div. (7504P) 

cc: MR. TOM CORELL 
EARTH BIOSCIENCES INC. 
!06 SOMERSET AVENUE 
FAIRFIELD, CT 06824 
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Pages 219-228 - *Confidential Statements of Formula may be entitled to confidential 
treatment*




